FRIDAY,  JUNE  14,  1974 


WASHINGTON,  D.C. 

Volume  39  ■  Number  116 

PART  II 


DEPARTMENT  OF 
HEALTH, 

EDUCATION,  AND 
WELFARE 

Food  and  Drug  Administration 


FOOD  LABELING 


No.  lie— pt.  n — 1 


20878 


RULES  AND  REGULATIONS 


Title  21 — Food  and  Drugs 

CHAPTER  I — FOOD  AND  DRUG  ADMINIS¬ 
TRATION.  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

SUBCHAPTER  A— GENERAL 

part  1— regulations  for  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 

DRUG.  AND  COSMETIC  ACT  AND  THE 

FAIR  PACKAGING  AND  LABEUNG  ACT 

U.S.  Recommended  Daily  Allowances 
for  Infants 

In  the  Federal  Register  of  August  2, 
1973  (38  FR  20745).  the  Commissioner 
of  Food  and  Drugs  published  a  proposal 
to  amend  21  CFR  1J7  by  revising  para¬ 
graph  (h)(1)  to  permit  use  of  the  U.S. 
Recommended  Daily  Allowances  (U5. 
RDA’s)  for  vitamins  and  minerals  es¬ 
tablished  for  infants  in  S  125.1(b)  (38 
FR  20717)  in  nutrition  labeling  of  infant, 
baby,  and  junior-type  foods. 

Eight  comments  were  received:  three 
from  consumers,  two  from  professional 
organizations,  one  from  a  trade  associa¬ 
tion,  and  two  from  manufacturers.  Hie 
comments  received  and  the  Commis¬ 
sioner’s  responses  are  as  follows: 

1.  Comments  were  received  from  three 
consmners  supporting  the  nutrition 
labeling  of  Infant,  baby,  and  junior-type 
foods.  Each  comment  indicated  that  the 
presence  of  the  nutrition  label  informa¬ 
tion  would  assist  in  selecting  a  more 
nutritious  diet  for  Infants  and  small 
children. 

2.  The  American  Dietetic  Association 
commented  that  it  would  like  Included 
in  the  regulation  a  statement  that  the 
U.S.  RDA  levels  for  infants  will  be  up¬ 
dated  as  required  by  changes  in  the 
“Recommended  Daily  Allowances”  of  the 
Food  and  Nutrition  Board  of  the  Na¬ 
tional  Academy  of  Sciences/National 
Research  Coimcil  (NAS/NRC). 

The  Commissioner  advises  that  a  pro¬ 
vision  currently  appears  in  S  125.1(b) 
(1)  (38  FR  20717)  stating  that  the  UB. 
RDA’s  are  subject  to  reconsideration  for 
possible  amendment  when  the  Food  and 
Nutrition  Board,  NAS/NRC,  revises  the 
“Reconunended  Dietary  Allowances." 
This  applies  to  all  of  the  UB.  RDA  values 
established  in  §  125.1. 

3.  Several  comments  took  issue  with 
the  proposed  UB.  RDA  for  protein  for 
infants. 

The  Committee  on  Nutrition.  American 
Academy  of  Pediatrics,  commented  that 
an  Infant  n.S.  RDA  of  20  grams  for  a 
protein  with  a  protein  efficiency  ratio 
(PER)  equal  to  or  greater  than  casein 
was  too  high.  ’The  Committee  recom¬ 
mended  that  16  grams  of  protein  be  the 
UB.  RDA.  ’The  Committee  pointed  out 
that  a  protein  level  of  16  grams  was 
consistent  with  the  protein  level  set  in 
the  "Recommended  Dietary  Allowances” 
of  the  Pood  and  Nutrition  Board.  NAS/ 
NRC,  In  its  1968  report.  ’The  Committee 
comment  stated  that  its  members  feel 
that  any  inflation  of  protein  standards 
may  actually  result  in  greater  incidence 
of  protein  deflciency  In  other  countries 
where  protein  shortages  often  occur.  The 
Impact  of  the  United  States  regulations 
In  other  coimtrles  could  be  serious  ac¬ 


cording  to  the  Committee  on  Nutrition. 

’The  National  Canners  Association  and 
the  (jierber  Products  Ckunpany  comment¬ 
ed  that,  for  Infants  less  than  12  months 
of  age,  the  U.S.  RDA  for  protein  should 
be  16  grams  when  the  PER  is  equal  to 
or  greater  than  casein,  and  23  grams  If 
the  PER  is  less  than  casein. 

The  Mead  Johnson  Company  proposed 
that  the  Commissioner  set  the  UB.  RDA 
at  the  daily  protein  level  for  infants  of  1 
year  of  age  set  by  the  Food  and  Nutrition 
Board,  NAS/NRC. 

In  general,  these  comments  asserted 
that  the  proposed  U.S.  RDA’s  for  Infants 
of  20  grams  and  28  grams  were  set  for 
children  imder  4  years  of  age  and  are  not 
consistent  with  the  values  in  the  regula¬ 
tion  on  infant  formulae  (21  CTR  125.5) 
which  establishes  a  protein  content  of 
1.8  grams  per  100  kilocalories.  'The 
caloric  Intake  of  a  1 -year-old  Infant 
weighing  9  kilograms  is  approximately 
900  kilocalories,  and  the  protein  require¬ 
ment  would  be  approximately  16  grams 
per  day. 

’The  Commissioner  notes  that  the  Food 
and  Nutrition  Board  of  the  NAS/NRC 
established  a  similar  requirement  for 
protein  per  kilogram  per  day,  and  related 
that  to  a  9-kilogram  Infant  in  its  1968 
Recommended  Dietary  Allowances.  The 
body  weight  used  by  the  Food  and  Nutri¬ 
tion  Board  in  their  Recommended 
Dietary  Allowances,  and  that  suggested 
by  the  Committee  on  Nutrition.  Ameri¬ 
can  Academy  of  Pediatrics,  9  kilograms, 
represents  approximately  the  median  or 
SOth  percentile  weight  for  the  9-month- 
old  n^e  infant  according  to  standard 
weight  tables  for  infants.  Nelson,  WB., 
V.C.  Vaughan,  and  RJ.  McKay,  “Text¬ 
book  of  Pediatrics,”  9th  edition.  WB. 
Saimders  Co.  (1969) .  The  SOth  percentile 
weight  for  the  1 -year-old  male  Infant  is 
10.07  kilograms. 

’The  Food  and  Drug  Admlnlstimtlon,  in 
developing  the  currently  established  UB. 
RDA’s  (21  CFR  125.1),  set  values  at  the 
upper  level  for  a  given  population  group 
in  order  to  provide  a  labeling  basis  ade¬ 
quate  for  all  of  the  persons  in  the  group. 
Following  this  policy,  the  U.S.  RDA  for 
protein  for  infants  should  relate  to  the 
higher  weight  and  should  be  18  grams  for 
protein  equal  to  or  better  than  casein. 
'Dlls  value  is  the  product  of  the  1.8 
grams  of  protein  per  kilogram  per  day 
multiplied  by  a  body  weight  of  10  kilo¬ 
grams  which  is  the  SOth  percoitlle  of  the 
1  year  old.  On  this  basis,  the  UB.  RDA 
for  protein  with  a  prot^  quality  less 
than  casein  would  be  25  grams,  using  a 
factor  of  70  percent  as  the  average  PER 
value  fdr  dietary  protein  of  a  quality 
lower  than  casein.  The  regulation  as  set 
forth  below  adopts  these  two  values  as 
the  U.S.  RDA’s  for  protein  for  Infants. 

4.  The  National  Canners  Association 
commented  that  there  is  a  need  for  dif¬ 
ferent  U.S.  RDA’s  for  infants  and  for 
children  imder  4  years  of  age  and  that 
this  is  consistent  with  flndlng  IS  in  the 
Findings  of  Fact  for  Part  125  published 
on  August  2.  1973  (38  FR  20713). 

’The  Qerber  Products  Company  also 
commented  on  the  need  for  different  U.S. 
RDA’s  for  labeling  food  for  Infants  and 


for  children  under  4  years  of  age.  They 
proposed  that  21  CFR  1.17(h)  (1)  be  re¬ 
vised  to  read  as  follows: 

Bxoept  Trtiere  expressly  covered  by  {  125.6 
at  this  chapter,  infant,  baby,  and  junior- 
type  food  marketed  and  promoted  primarily 
for  infants  and  chUdren  imder  4  years  of 
age  shall  include  nutrition  information  on 
the  label  and  in  labeling  in  compliance  with 
this  section  except  that  the  UA.  RDA  levels 
for  either  Infanta  from  birth  to  12  months  at 
age  or  children  under  4  years  of  age  or  both 
aa  contained  in  i  126.1(b)  of  this  chapter 
shall  be  used.  For  the  purposes  of  labeling 
these  foods  with  a  percent  of  the  TTA.  RDA 
for  protein,  a  value  of  20  grams  of  protein 
shall  be  the  US.  RDA  value  for  protein  with 
a  protein  eIBciency  ratio  (PER)  equal  to  or 
greater  than  casein,  and  28  grams  If  the  PER 
of  the  protein  is  less  than  the  PER  of  casein 
but  greater  than  20  percent  casein. 

The  CmnmisBkmer  has  carefully  con¬ 
sidered  the  use  of  either  or  both  the  UB. 
RDA  values  for  vitamins,  minerals,  and 
protein  for  infants  and  children  under  4 
years  of  age  on  the  labels  of  food  offered 
for  infants  and  for  children  imder  4  years 
of  age.  Based  on  the  comments  received 
and  other  available  information,  the 
Commissioner  concludes  that  there  is  a 
need  for  different  U.S.  RDA  values  for 
infants  and  for  children  under  4  years 
of  age,  as  requested  by  the  (Berber  Com- 
psny  and  the  National  Canners 
Association. 

The  petitioners  pointed  out  that  a  few 
baby  foods  are  promoted  for  both  Infants 
and  children  under  4  years  of  age.  The 
Commissioner  concludes  that,  because 
of  the  uniqueness  of  these  two  limited 
categories  of  foods,  dual  declaration  of 
nutrients  pursuant  to  S  1.17  should  ^ 
permitted  in  this  instance.  Some  “infant 
foods”  can  be  used  well  beyond  1  year, 
and  some  “junior-type  foods”  can  be 
used  eariler  than  1  year.  The  Commis¬ 
sioner  therefore  concludes  that  those  in¬ 
fant  or  Junior-type  foods  which  are  rep¬ 
resented  for  both  uses  may  include  nu¬ 
tritional  labeling  based  on  the  U.S.  RDA 
both  for  infants  and  for  children  under 
4  years  of  age.  It  appears  that  very  few 
foods  are  represented  or  Intended  for 
both  of  these  age  groups,  but  such  prod¬ 
ucts  property  should  bear  nutrition  la¬ 
beling  for  both  groups. 

The  Commissioner  recognizes  that  per¬ 
mitting  such  dual  declaration,  even  in 
these  limited  circumstances,  could  result 
in  misleading  promotion  if  the  U.S.  RDA 
values  for  infants  were  emphasized  in 
labeling  and  advertising,  because  it 
would  artificially  inflate  the  nutritional 
value  of  the  food  for  use  in  children  un¬ 
der  4  years  of  age.  Accordingly,  the  final 
order  provides  that,  where  such  dual  dec¬ 
laration  Is  used,  it  must  also  be  Included 
In  all  labeling  in  a  way  that  gives  equal 
prominence  to  both  values  and  does  not 
one  of  them. 

The  Commissioner  emphasizes  that 
dual  declaration  is  permltt^  under  these 
very  limited  circumstances  because  of 
the  unique  nature  of  these  products.  ’The 
provlslofis  of  S  1.17  already  state  that 
dual  declaration  for  adults  and  children 
under  4  years  of  age  is  not  permitted. 
’The  Commissioner  has  again  reviewed 
that  matter  and  concludes  that  other 
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forms  of  dual  declaration  remain  un¬ 
justified. 

5.  The  Mead  Johnson  Company  com¬ 
mented  that  a  protein  with  a  PER  of  20 
percent  that  of  casein  has  very  little  nu¬ 
tritional  value  for  the  Infant  and,  if  used 
to  supply  most  of  the  protein  needs  for 
the  infant,  would  not  support  normal 
growth.  A  value  of  40  percent  of  casein 
would  allow  most  of  the  average  proteins 
in  the  diet  to  be  included  in  contributing 
to  the  total  protein  Intake. 

The  Commissioner  agrees  and  has 
modified  the  proposal  to  require  protein 
quality  of  40  percent  that  of  casein  in 
order  to  make  a  U.S.  RDA  declaration 
for  infant  food.  The  increase  in  the  mini¬ 
mum  protein  quality  for  which  a  U.S. 
RDA  claim  can  be  made  from  20  percent 
of  casein  quality  to  40  percent  of  casein 
quality  would  in  the  opinion  of  the  Com¬ 
missioner  make  very  little,  if  any,  prac¬ 
tical  change  in  the  actual  labeling  of  the 
protein  in  foods  for  infants.  The  Com¬ 
missioner  concludes  that  a  protein  with 
a  PER  of  20  percent  that  of  casein  is  in¬ 
sufficient  to  promote  adequate  growth  in 
infants  whereas  protein  with  a  PER  of 
40  percent  that  of  casein  can  be  utilized 
for  this  purpose.  The  need  to  provide 
protection  for  infants,  one  of  the  most 
vulnerable  population  groups  in  relation 
to  inadequate  nutrition,  is  satisfied  in 
part  with  this  increase  in  the  minimum 
protein  quality.  The  40-percent  value 
will  only  apply  to  the  n.S.  RDA  for  pro¬ 
tein  for  Infants  (under  12  months  of 
age). 

On  the  basis  of  a  review  of  the  com¬ 
ments.  the  Commissioner  has  modified 
the  nutrition  labeling  proposal  related  to 
labeling  infant,  baby,  and  Junior-type 
food  marketed  and  promoted  solely  for 
Infants,  or  for  infants  and  children  under 
4  years  of  age,  to  establish  a  U.S.  RDA 
for  protein  for  infants,  increase  the  min¬ 
imum  protein  quality  required  to  make  a 
U.S.  RDA  label  declaration,  and  define 
when  the  n.S.  RDA’s  for  children  under 
4  years  of  age  can  be  used  in  labeling. 

Background  material  in  support  of  this 
regulaticm  is  on  public  display  in  the 
office  of  the  Hearing  Clerk,  Food  and 
Ding  Administration,  Rm.  6-86,  5600 
Fishers  Lane,  Rockville,  MD  20852. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  403.  701(a).  52  Stat.  1040- 
1042  as  amended.  1047-1048  as  amended. 
1055;  21  U.S.C.  321,  343,  371  (a))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120),  Part  1  is 
amended  by  revising  S  1.17(h)  (1)  to  read 
as  follows: 

§  1.17  Food;  nutririon  Iri>cling. 

•  •  •  • "  • 

(h)  •  •  • 

(1)  (i)  Except  where  expressly  cov¬ 
ered  by  §  125.5  of  this  chiu>ter.  Infant, 
baby,  and  Jimlor-tsrpe  food  promoted  for 
Infants  and  children  under  4  years  of  age 
shall  include  nutrition  information  on 
the  label  and  in  labeling  in  compliance 
with  this  section,  except  that  the  U.S. 
Recommended  Daily  Allowance  (U-S. 
RDA)  levels  for  infants  from  birth  to  12 
months  of  age  or  for  children  imder  4 


years  of  age  contained  in  S  125.1(b)  of 
this  chapter  shall  be  used  in  lieu  of  the 
n.S.  RDA  levels  contained  in  paragraph 
(c)  (7)  (iv)  of  this  section. 

(ii)  Both  the  U.S.  RDA  levels  for  in¬ 
fants  from  birth  to  12  months  of  age  and 
the  U.S.  RDA  values  for  children  under 
4  years  of  age  may  be  declared  for  foods 
represented  or  intended  for  use  by  both 
infants  and  children  under  4  years  of 
age.  If  such  dual  declaration  is  used  on 
any  label,  it  shall  also  be  included  in  all 
labeling,  and  equal  prominence  shall  be 
given  to  both  values  in  all  promotional 
material. 

(iii)  For  the  piuposes  of  labeling  these 
foods  with  a  percent  of  the  U.S.  RDA  for 
protein  for  infants,  a  value  of  18  grrams 
of  protein  shall  be  the  U.S.  RDA  value 
for  protein  with  a  protein  efficiency  ratio 
(PER)  equal  to  or  greater  than  casein, 
and  25  grams  if  the  PER  of  the  protein  is 
less  than  the  PER  of  casein  but  greater 
than  40  percent  of  casein.  For  purposes 
of  labeling  foods  for  children  imder  4 
years  of  age  with  a  percent  of  the  U.S. 
RDA  for  protein,  a  value  of  20  grams  of 
protein  shall  be  the  U.S.  RDA  value  for 
protein  with  a  PER  equal  to  or  greater 
than  casein,  and  28  grams  if  the  PER  of 
the  protein  is  less  than  the  PER  of  casein 
but  greater  than  20  percent  of  casein. 

(iv)  Total  protein  with  a  PER  less 
than  40  percent  of  the  PER  of  casein  may 
not  be  stated  on  the  label  in  terms  of 
percentage  U.S.  RDA  for  infants,  and  the 
statement  of  protein  content  in  grams 
per  serving  under  paragraph  (c)(4)  ot 
this  section  shall  be  modified  by  the 
statement  “not  a  significant  source  of 
protein  for  infants”  Immediately  adja¬ 
cent  to  the  protein  content  statement  re¬ 
gardless  of  the  actual  amount  of  protein 
present. 

•  •  •  •  • 

Effective  date.  This  regulation  shall  be 
effective  on  January  1, 1975. 

(Secs.  201,  403,  701  (s),  52  Stat.  1040-1042  as 
amended,  1047-48  as  emiended,  1055;  (21 
U.S.C.  321, 343,371  (a))) 

Dated:  June  7, 1974. 

A.  M.  SCHMmT, 

Commissioner  of  Food  and  Drugs. 

(FR  Doc.74-13484  FUed  6-13-74;8:46  am] 


SUBCHAPTER  B— FOOD  AND  FOOD  PRODUCTS 
PART  30— TABLE  SIRUPS 

Establishment  of  Standards  of  Identity 

In  a  notice  of  proposed  rule  making 
published  in  the  Federal  Register  of 
October  2, 1970  (35  FR  15403) ,  the  Com¬ 
missioner  of  Food  and  Drugs  proposed 
to  establish  standards  of  identity  for 
table  sirup,  maple  sirup,  cane  sirup,  and 
sorghum  sirup. 

Sixty-six  persons  submitted  comments 
in  response  to  the  proposal.  The  respond¬ 
ents  Included  members  of  Congress,  in¬ 
dividual  consumers,  members  of  the  med¬ 
ical  community,  and  representatives  of 
the  sirup  industry  and  trade  associations. 

The  Commissioner  has  considered  all 
of  the  comments  and  has  adopted  the 
suggestions  he  considers  to  be  in  the 


interest  of  consumers  and  has  made  other 
changes.  A  summary  of  the  comments 
and  the  Commissioner’s  responses  are  as 
follows: 

1.  Section  30.1(b)  (1)  (i)  provides  for 
the  use  in  table  sirup  of  maple,  cane,  or 
sorghum  sirup.  Although  the  provision 
for  the  naming  of  such  table  sirups  was 
not  misunderstood  in  any  comment,  the 
section  has  been  further  clarified  in  the 
final  order  by  adding  the  restriction  that 
the  finished  food  shall  not  meet  the  re¬ 
quirements  prescribed  by  the  standards 
for  maple,  cane,  or  sorghum  sirups. 

2.  The  proposed  regulation  listed  glu¬ 
cose  sirup,  dried  glucose  sirup,  com  sirup, 
and  dried  corn  sirup  as  optional  ingre¬ 
dients  in  table  sirup.  The  listing  has  been 
omitted  from  the  final  order  because 
these  ingredients  are  now  Included 
among  the  nutritive  sweeteners  stand¬ 
ardized  under  Part  26  and  are  permitted 
as  “other  nutritive  carbohydrate  sweet¬ 
eners”  in  §  30.1(b)  (1)  (iii)  of  the  final 
order. 

3.  The  proposed  standard  for  table 
sirup  provided  for  the  optional  use  of 
edible  fats.  The  Commissioner  concludes 
that  it  would  be  in  the  interest  of  con¬ 
sumers  to  permit  the  use  of  edible  oils  in 
addition  to  edible  fats  and  is  providing 
for  them.  However,  he  is  of  the  opinion 
that  the  use  of  these  products  in  “but¬ 
tered  sirups”  may  lead  the  consumer  to 
believe  that  butter  is  present  in  an 
amount  greater  than  is  actually  the  case. 
Accordingly,  he  concludes  that  edible  fats 
and  oils  (other  than  butto*)  are  not  suit¬ 
able  ingredients  for  use  in  “buttered  sir¬ 
ups.”  Section  30.1  (b)  (3)  of  the  final  order 
reflects  this  limitation. 

4.  One  comment  interpreted  the  pro¬ 
posed  regulation  as  providing  for  fruit 
flavored  sirups  when  used  as  table  sirups. 

It  is  the  Commissioner's  Intent  that 
such  flavored  sirups  be  permitted.  Ac¬ 
cordingly,  S  30.1(b)  (5)  of  the  final  order 
includes  natural  and  artificial  fruit  fla¬ 
vorings  among  the  optional  ingredients. 
However,  fruit  sirups  identified  as  such 
are  not  standardized  by  this  final  order. 

5.  One  comment  recommended  that 
the  standard  for  table  sirup  (S  30.1) 
either  name  malic  acid  in  addition  to 
the  examples  of  acidifying  agents  list^ 
in  the  proposed  regulation  or  give  no 
such  examples. 

Section  30.1(b)  (10)  of  the  final  order 
permits  acidifying  agents  as  a  class  with¬ 
out  giving  examples.  (See  paragraph  22 
below  for  a  further  discussion  of  this 
matter.) 

6.  The  proposed  standard  for  table 
sirup  also  provided  for  “food  adjuncts” 
among  the  <H>tlonal  Ingredients.  The  pro¬ 
vision  has  been  made  more  explicit  in 
S  30.1(b)  (12)  of  the  final  order  by  re¬ 
placing  the  term  with  a  description  of 
the  tsrpe  of  Ingredient  Intended  to  be 
Included. 

7.  A  comment  asked  if  the  name  of  the 
food  can  be  “buttered  table  sirup”, 
“buttered  com  sirup”,  etc.,  when  ap¬ 
plicable. 

The  Commissioner  advises  that  this 
is  the  intent  of  S  30.1  (c) .  The  matter  has 
been  clarified  In  the  final  order. 
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With  respect  to  labeling  of  “buttered 
sirups”,  the  ciu-rent  Industry  practice  is 
to  include  a  quantitative  declaration  of 
the  amount  of  butter  present.  The  Com¬ 
missioner  is  of  the  opinion  that  this  prac¬ 
tice  is  required  by  the  principles  estab¬ 
lished  in  21  CFR  Part  102.  Accordingly, 
the  final  order  sp>ecifies  that  the  lab^ 
shall  (xmtain  a  statement  of  butter  con¬ 
tent  as  part  of  the  name  of  the  food  in 
the  manner  set  forth  in  21  CPR  Part  102. 

8.  Three  comments  suggested  that  the 
minimum  size  of  t3rpe  for  designating 
each  additional  sweetening  ingredient 
in  the  name  of  the  food,  when  the  prin¬ 
cipal  sweetener  constitutes  at  least  80 
percent  of  the  total  sweetener  solids,  be 
reduced  from  one-half  the  size  of  the 
t3rpe  used  in  the  name  of  the  principal 
sweetener  to  one-fourth  the  si:».  As  an 
alternative,  it  was  suggested  that  the 
portion  of  S  30.1(c)  pertaining  to  type 
size  be  deleted. 

It  is  the  conclusion  of  the  Commis¬ 
sioner  that  neither  of  these  suggested 
modifications  would  insure  adequate  pro¬ 
tection  to  the  consumer.  No  information 
was  submitted  to  demonstrate  that  con¬ 
sumers'  interests  would  be  served  by  re¬ 
ducing  the  type  size  requirement.  It 
should  be  noted  that  the  type  size  re¬ 
quirement  is  consistent  with  the  require¬ 
ments  of  Part  102  of  this  chapter.  The 
Commissioner  is  not  aware  of  any  labels 
that  are  too  small  to  accommodate  the 
type  size  specified  in  the  regulation.  Ac¬ 
cordingly,  the  requirement  has  been  re¬ 
tained  in  the  final  order. 

9.  A  comment  asked  whether  the  re¬ 
quirement  in  §  30.1(c),  that  the  label 
designation  for  the  additional  sweetener 
ingredients  be  part  of  the  name  of  the 
food  when  the  principal  sweetener  con¬ 
stitutes  at  least  80  percent  of  the  total 
sweetener  solids,  pertains  to  maple,  cane, 
and  sorghum  sirups  and,  if  so,  whether 
such  words  could  be  shown  in  tsrpe  size 
larger  than  one-half  the  height  of  or  pos¬ 
sibly  larger  than  the  height  of  the  letters 
used  in  the  name  of  the  principal 
sweetener. 

The  Commissioner  advises  that  the  re¬ 
quirement  in  the  proposed  standard  did 
not  exclude  maple,  cane,  or  sorghum 
sirups  nor  limit  the  maximum  size  of 
letters  in  the  names  of  the  additional 
sweeteners.  The  final  order  prescribes 
that  the  letters  be  of  uniform  style 
size  not  less  than  one-half  the  height 
of  nor  larger  than  the  letters  used  in 
the  name  of  the  principal  sweetener.  A 
similar  change  is  being  made  in  that 
portion  of  §  30.1(c)  which  provides, 
among  the  alternative  names  for  table 
sirup,  for  Including  in  the  name  of  the 
food  the  names  of  sweetening  ingredients 
in  the  order  that  they  predominate  by 
weight  in  the  food.  The  final  order  pre¬ 
scribes  that  the  names  of  the  sweetening 
ingredients  be  printed  in  type  of  iml- 
form  style  and  size. 

10.  A  comment  pointed  out  that  the 
requirement  in  $  30.1(d)  (1)  for  the  label 
declaration  of  optional  Ingredients  did 
not  Include  all  of  the  ingredients  ref¬ 
erenced  in  i  30.1(b). 

As  revised  in  the  final  order,  the  re¬ 
quirement  pertains  to  all  optional  in¬ 


gredients  used.  The  final  order  also 
requires  label  declaration  of  all  c^itional 
ingredients  used  in  maple,  cane,  and 
sorghum  sirups.  The  change  is  consist- 
ent  with  the  provisions  of  21  CFR  3.88. 

11.  One  comment  interpreted  {  30.1(d) 
(2)  to  mean  that  maple  sirup  and  honey 
must  each  constitute  not  less  than  10 
percent  of  the  finished  food  if  both  maple 
and  honey  are  identified  as  the  flavors 
of  the  sirup. 

The  Conunlssioner  advises  that  this 
was  not  the  intention.  The  requirement 
has  been  restated  in  the  finsd  order  to 
provide  that  the  10-percent  minimum 
applies  to  the  total  quantity  of  the  two 
ingredients. 

12.  Two  comments  suggested  that  S  30.1 
(d)  (3)  be  changed  to  exempt  lsd)el  dec¬ 
laration  of  the  percentage  at  any 
sweetening  ingredient  represented  as 
furnishing  a  significant  organoleptic 
contribution  to  the  table  sirup  when 
such  sweetening  ingredient  is  mentioned 
only  in  the  name  of  the  food  or  in  the 
list  of  ingredients. 

The  Conunlssioner  concludes  that  this 
standard  should  incorporate  the  prin¬ 
ciples  of  21  CTFR  Part  102  as  they  per¬ 
tain  to  the  label  declaration  of  any 
characterizing  ingredient  (sweetening 
ingredient  or  any  other)  whose  propor¬ 
tion  in  the  food  has  a  materlid  bearing 
on  price  or  consumer  acceptance.  Ac¬ 
cordingly,  the  final  order  now  requires 
that  the  percentage  of  any  such  ingre¬ 
dient  be  decared  as  part  of  the  name 
of  the  food  if  any  representation  of 
the  ingredient  is  made  on  the  label 
other  than  in  the  list  of  ingredients.  It 
is  common  industry  practice  now  to  in¬ 
clude  percentages  in  the  Ingredients 
statements  on  the  labels  of  table  sirups. 
The  action  being  taken  in  this  stsmdard 
would  not  preclude  a  continuation  of 
the  practice. 

13.  SecUon  30.1(d)  (4)  and  (5)  of 
the  proposal  prescribed  the  manner  for 
declaring  artificial  coloring,  artificial 
flavoring,  and  chemical  preservatives  on 
the  label.  These  subparagraphs  have 
been  omitted  from  the  final  order  be¬ 
cause  their  provisions  are  now  covered 
by  paragraph  (d)(1)  of  130.1  which 
has  been  changed  in  the  fhial  order  to 
reqiiire  that  the  common  name  of  each 
optional  ingredient  used  be  declared  on 
the  label  as  required  by  21  CFR  Part  1. 

14.  A  comment  recommended  that  the 
species  designations,  saccharum  M.  and 
idgrum  k^hx  F.  be  deleted  from  the 
soiurce  of  maple  sap  specified  in  {  30.2 
for  maple  sirup  and  that  only  the  genm 
name  Acer  be  retained.  Grounds  given 
were  that,  although  maple  sap  is  pri¬ 
marily  hai^ested  from  the  Acer  saccha¬ 
rum  M.  and  Acer  ignun  Michx  F.  species, 
other  species  may  be  harvested  inciden¬ 
tally. 

TTie  Commissioner  agrees  with  this 
reconunendatlon  and  the  final  order  has 
been  changed  accordingly. 

15.  One  comment  questioned  the  ad¬ 
visability  of  establishing  a  separate 
standard  for  cane  sirup. 

Since  a  substantial  amount  of  cane 
sirup  is  consumed  as  such,  the  Commis¬ 
sioner  concludes  a  standard  for  that  food 
to  be  in  the  interest  of  consumers. 


16.  Hie  proposed  standard  for  cane 
sirup  designated  “ribbon  cane  sirup”  as 
an  alternative  name  for  “cane  sirup”. 
Since  ribbon  cane  is  only  one  of  several 
varieties  of  sugar  canes,  the  Commis¬ 
sioner  concludes  that  not  all  sugar  cane 
sirups  can  properly  be  labeled  “ribbon 
cane  sirup”.  It  has  come  to  the  Com¬ 
missioner’s  attention  that  at  this  time 
the  variety  of  cane  known  as  “ribbon 
cane”  is  no  longer  grown  in  the  United 
States  nor  is  it  imported.  However,  in 
certain  geographic  locations  cane  sirup 
other  than  ribbon  cane  has  also  been  in¬ 
correctly  labeled  as  “ribbon  cane  sirup”. 
TTie  Commissioner  concludes  that  it 
would  not  be  in  the  Interest  of  con¬ 
sumers  to  provide  for  an  alternative 
name  that  would  misrepresent  a  food. 
Accordingly,  such  alternative  name  is 
not  provided  for  in  the  final  order. 

17.  One  comment  requested  that  the 
use  of  invertase  and  malt  diastase  be  per¬ 
mitted  as  processing  aids  in  sorghum 
sirup. 

Since  such  enzymes  serve  useful  func¬ 
tions  in  the  manufacture  of  sorghiun 
sirupi,  the  Commissioner  has  no  objec¬ 
tion  to  the  use  of  these  or  other  safe  and 
suitable  anticrystallizing  and  antisoUdi- 
fying  agents  and  has  provided  for  their 
optional  use  in  §  30.4(b)  (4),  (5).  and 
(0)  of  the  final  order. 

18.  A  comment  requested  that,  as  an 
alternative  to  the  name  of  the  food 
stsmdardlzed  by  S  30.4,  the  word  “sor¬ 
ghum”,  unqualified,  be  permitted. 

Since  the  word  “sorghum”,  unqualified, 
has  been  used  in  the  trade  for  a  long 
time  and  is  accepted  by  the  consumer 
as  an  alternative  for  “sorghum  sirup”. 

S  30.4(c)  has  been  revised  in  the  final 
order  to  provide  for  both  names. 

19.  Fifty-two  cmnments  requested 
more  informative  iii^redient  labeling  so 
that  people  who  have  a  need  or  desire  to 
know  of  the  presence  ct  certain  sub¬ 
stances  may  be  so  informed.  Many  re¬ 
quested  that  the  somce  of  ingredients  be 
declared,  for  example,  whether  the  su¬ 
crose  was  prepared  from  cane  or  beets. 

The  CXmunissloner  agrees  that  it  is 
desirable  to  require  the  declaration  of 
an  optionsJ  ingredients  by  their  common 
names.  At  this  time  there  are  no  data 
to  saiH)ort  a  requirement  of  ingredient 
source  declaration.  The  issue  of  the  sig¬ 
nificance  of  source  labeling  to  those  per¬ 
sons  who  may  have  allergic  or  hypersen- 
siUve  reactions  to  specific  ingredients  is 
being  reviewed  at  the  request  of  the 
Commissioner  by  Life  Sciences  Research 
Office,  Federation  of  American  Societies 
for  Ejqjerlmental  Biology,  Bethesda,  MD. 
If  data  in  support  of  a  requirement  to 
declare  the  source  of  ingredients  become 
available  after  the  establishment  of  this 
regrulatlon,  the  Commissioner  will  pro¬ 
pose  to  amend  the  standard. 

20.  One  comment  proposed  that  a 
daily  limit  be  established  for  each  food 
chemical  and  that  the  maximum  amount 
permitted  in  each  sirup  be  a  certain  per¬ 
centage  of  the  total  dally  limit. 

The  Commissioner  considers  that  the 
requirement  of  21  C7FR  Part  121  that 
substances  generally  recognized  as  safe 
(GRAS)  be  used  in  accordance  with  good 
manufacturing  practice  and  that  other 
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substatK^  which  are  food  additives  be 
used  in  accordance  with  good  additive 
regulations  precludes  use  of  excessive 
amounts  of  food  chemicals  and  Is 
sufficient  to  protect  the  public  health. 
Any  limitations  on  the  use  of  food  in¬ 
gredients  for  safety  reasons  will  be  Im¬ 
posed  under  the  food  additive  provisions 
of  the  law.  not  under  food  standards. 

21.  One  comment  recommended  that 
table  sirups  be  fortified  with  minerals 
and  vitamins. 

No  evidence  was  received  which  would 
demonstrate  that  the  addition  of  min¬ 
erals  and  vitamins  to  table  sirups  is  a 
nutritionally  sound  practice  or  otherwise 
in  the  interest  of  consumers.  The  Com¬ 
missioner  has  no  data  indicating  that  the 
addition  of  minerals,  vitamins,  and  pro¬ 
tein  to  this  food  would  make  a  significant 
contribution  to  the  diet  of  the  population 
in  need.  On  that  basis,  he  does  not  con¬ 
sider  table  sirup  to  be  a  reasonable  car¬ 
rier  for  added  nutrients.  The  principles 
governing  the  addition  of  nutrients  to 
foods  are  presented  more  fully  in  a  no¬ 
tice  of  proposed  rule  making  to  estab¬ 
lish  general  principles  governing  the  ad¬ 
dition  of  nutrients  to  foods,  published 
elsewhere  in  this  issue  of  the  Fxdekal 
Rxgister. 

22.  Ilie  Commissioner  concludes  that 
the  recipe  requirements  of  food  stand¬ 
ards  should  be  relaxed  so  as  to  permit 
the  use  of  any  safe  and  suitable  ingredi¬ 
ents  that  do  not  adversely  affect  the 
identity  of  the  food.  Instead  of  listing  the 
permitted  optional  ingredients  by  name 
in  the  standards,  the  final  order  lists 
them,  wherever  practicable,  by  class. 
Such  a  listing  will  give  the  manufacturer 
a  wider  selection  of  ingredients.  Hence, 
it  will  not  be  necessary,  in  many  cases, 
to  amend  the  standards  to  permit  the 
use  of  additional  safe  and  suitable  op¬ 
tional  ingredi^ts  when  such  ingredients 
are  found  to  serve  a  useful  purpose. 

22.  Two  respondents  suggested  that.  If 
label  changes  are  required,  ample  tirne 
be  granted  for  producers  to  exhaust  pres¬ 
ent  inventories  of  labels. 

A  number  of  current  changes  in  regu¬ 
lations  Involves  significant  changes  in 
label  requirements.  The  Commissioner  is 
aware  of  the  cost  attending  :  series  of 
changes  in  labeling  requirements  ap¬ 
pearing  over  a  short  period  of  time  and 
that  in  all  likelihood  such  costs  would 
be  passed  on  to  consumers  hi  the  form 
of  higher  food  prices.  Accordingly,  in 
the  Interest  of  the  consumer  and  the 
food  Industry,  he  has  set  January  1. 1975, 
as  the  effective  date  for  this  order. 

On  the  basis  of  the  proposed  stai.dards. 
the  comments  received,  and  other  rele¬ 
vant  information  available  to  him,  the 
Commissioner  concludes  that  it  will  pro¬ 
mote  honesty  and  fair  dealing  in  the  in¬ 
terest  of  consumers  to  adopt  the  pro¬ 
posed  standards  with  certain  modifica¬ 
tions  as  Indicated. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (secs.  401,  701.  52  Stat.  1048, 
1066>-1066,  as  amoided  by  70  Stat  919 
and  72  Stat.  948;  (21  n.S.C.  341,  371)) 


and  under  authority  delegated  to  the 
Commissioner  (21  CJFR  2.120) :  It  is 
ordered,.  That  Chapter  I  of  Title  21,  Code 
of  Federal  Regulations  be  amended  by 
adding  a  new  Part  30  as  follows: 

Sec. 

30.1  Table  sirup:  Identity;  label  statement 

of  optional  Ingredients. 

30.2  Maple  sirup;  Identity;  label  statement 

of  <^tlonal  Ingredients. 

30.3  Cane  sirup;  identity;  label  statement 

of  optional  Ingredients. 

30.4  Sorgbum  sirup;  identity;  label  state¬ 

ment  of  optional  ingredients. 

Axtthoeitt:  Secs.  401,  701,  52  Stat.  1046, 
1066-1056,  as  amended  by  70  Stat.  919  and  72 
Stat.  948  (21  UA.C.  341,  371). 

§  30.1  Table  simp;  identity;  label  state¬ 
ment  of  optiorud  ingredients. 

(a)  Table  sirup  is  the  liquid  food  con¬ 
sisting  of  one  or  more  of  the  optional 
sweetening  ingredients  provided  for  in 
paragraph  (b)(1)  of  this  section.  The 
food  contains  not  less  than  65  percent 
soluble  sweetener  solids  by  weight  and 
is  prepared  with  or  without  added  water. 
It  may  contain  one  or  more  of  the  op¬ 
tional  ingredients  prescribed  in  para¬ 
graphs  (b)  (2)  through  (12)  of  this  sec¬ 
tion.  All  ingredients  from  which  the  food 
Is  fabricated  shall  be  safe  and  suitable. 
(Vitamins,  minerals,  and  protein  added 
for  nutritional  purposes  and  artificial 
sweeteners  are  not  considered  to  be  suit¬ 
able  ingredients  for  this  food.) 

(b)  The  optional  ingredients  that  may 
be  used  in  table  sirup  are: 

<1>  One  or  more  ^  the  nutritive  car¬ 
bohydrate  sweeteners  provided  few  in  this 
paragraph  (b)(1).  When  a  sweetener 
provided  for  in  paragraph  (b)(1)  (1)  or 
(ii>  eff  this  section  is  used  it  shall  con- 
siitute  not  less  than  2  percent  by  weight 
of  the  finished  food. 

(1)  The  sirups  identified  by  §i  30.2, 

30.3.  and  30.4  except  that  the  use  of  any 
such  Ingredient  is  so  limited  that  the 
finished  food  does  not  meet  the  require¬ 
ment  prescribed  for  any  sirup  by  {§  30.2, 

30.3,  or  30.4. 

(il)  Honey. 

(iii)  Other  nutritive  carbohydrate 
sweeteners. 

(2)  Butter,  in  an  quantity  not  less 
than  2  percent  by  weight  of  the  finished 
foo^ 

(3)  Edible  fats  smd  oils,  except  that. 
In  products  designated  as  “buttered 
sirups",  butter  as  provided  for  in  para¬ 
graph  (b)  (2)  of  this  section  is  the  only 
fat  that  may  be  used. 

(4)  Emulsifiers  or  stabilizers  or  both. 

(5)  Natural  and  artificial  flavorings, 
either  fruit  or  nonfruit,  alcme  or  In  car- 
iricFs* 

(6)  Color  additives. 

(7)  Salt. 

(8)  Chemical  preservatives. 

(9)  Viscosity  adjusting  agents. 

(10)  Acidifying,  alkalizing,  or  buffer¬ 
ing  agents. 

(11)  Defoaming  agents. 

(12)  Any  other  ingredient  (e.g.. 
shredded  coconut,  ground  orange  ped) 
that  Is  not  bicompatlble  with  other  In¬ 
gredients  In  the  food. 


(c)  Except  as  provided  for  in  this 
paragraph  and  in  paragraph  (d)  (2)  and 
(3)  of  this  section,  the  name  of  the  food 
is  “table  sirup”,  “sirup”,  “pancake  sirup”, 
“waffle  sirup”,  “pancake  and  waffle  sirup”, 

or  “ _ sirup”,  the  blank  being 

filled  in  with  the  word  or  words  that 
designate  the  sweetening  ingredient  that 
characterizes  the  food,  except  “maple”, 
“cane”,  or  “sorghum”  sdone,  such  sirups 
being  required  to  comply  in  all  respects 
with  §§  30.2,  30.3,  and  30.4,  respectively, 
and  in  the  case  of  more  than  one  sweet¬ 
ening  ingredient,  in  descending  order  of 
predominance  by  weight  in  the  food.  The 
type  shall  be  of  uniform  style  and  size. 

(1)  When  one  of  the  sweeteners  consti¬ 
tutes  at  least  80  percent  of  the  total 
sw’eetener  solids,  the  name  of  the  food 
may  be  designated  as  the  corresponding 
sirup,  for  example,  “com  sirup”,  pro¬ 
vided  that  the  name  is  immediately 
and  conspicuously  followed,  without 
intervening  written,  printed,  or  graphic 
matter,  by  the  statement  “with 

- ”  as  fttirt  of  the  name,  the 

blank  being  filled  in  with  the  name  or 
names  of  each  additional  sweetening  in¬ 
gredient  present,  stated  in  a  clear  legible 
manner  in  letters  of  uniform  style  and 
size  not  less  than  one-half  the  height  of, 
nor  larger  than,  the  letters  used  in  the 
name  of  the  principal  sweetener. 

(2)  When  butter  is  used,  as  provided 
for  in  paragraph  (b)  (2)  of  this  secticoi, 
the  name  of  the  food  may  be  “buttered 

- “,  the  blank  being  filled  in 

with  the  name  otherwise  pwescribed  in 
this  paragraph.  The  percentage  by 
weight  of  butter  present  shall  be  declared 
as  part  of  the  name  of  the  food  as  pre¬ 
scribed  by  Part  102  of  this  chapter. 

(3)  Alternatively,  the  word  “sirup” 
may  be  spdied  “syrup”. 

(d)  (1)  Each  of  the  optional  ingredi¬ 
ents  used  shall  be  declared  on  the  label 
as  required  by  the  applicable  sections  of 
Part  1  of  this  chapter. 

(2)  A  statement  (other  than  in  the  in¬ 
gredient  listing)  or  a  vignette  identifying 
a  flavor  may  be  tocluded  on  the  label  only 
if  such  flavor  contributes  the  primary 
recognizable  flavor  that  characterizes  the 
sirup.  When  maple,  honey,  or  both  maple 
and  honey  are  represented  as  the  char¬ 
acterizing  flavors,  the  total  quantity  of 
maple  sirup  or  honey,  singly,  or  of  maple 
sirup  and  honey  in  combination,  shall  be 
not  less  than  10  percent  by  weight  of  the 
finished  food.  The  presence  of  any 
natural  or  artificial  ^vor  in  the  food 
shall  be  declared  on  the  label  as  pre¬ 
scribed  by  the  applicable  sections  of  Part 
1  of  this  chapter. 

(3)  The  percentage  of  any  optional  in¬ 
gredient  used  shall  be  declared  as  part  of 
the  name  of  the  food  as  prescribed  by 
Part  102  of  this  cha^Jter  when  all  of  the 
feffiowing  c(mditlans  apply  to  the  use  of 
the  ingredient; 

(i)  It  is  one  of  the  diaracterizing  in¬ 
gredients  permitted  by  paragraph  (b)  (1) 
(i)  and  (il)  of  this  section. 

(il)  The  ingredient  is  either  named  on 
the  label  other  than  in  the  list  of  ingredS 
ents  or  is  suggested  by  vignette  or  other 
labeling. 
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§  30.2  Maple  sirup ;  identity ;  label  state¬ 
ment  of  optional  ingredients. 

ia>  Maple  sirup  is  the  liquid  food  de¬ 
rived  by  concentration  and  heat  treat¬ 
ment  of  the  sap  of  the  maple  tree  (Acer) 
or  by  solution  in  water  of  maple  sugar 
(maple  concrete)  made  from  such  sap. 

It  contains  not  less  than  66  percent  by 
weight  of  soluble  solids  derived  solely 
from  such  sap.  The  concentration  may 
be  adjusted  with  or  without  added  water. 

It  may  contain  one  or  more  of  the  op¬ 
tional  ingredients  provided  for  in  para¬ 
graph  (b)  of  this  section.  All  ingredients 
from  which  the  food  is  fabricated  shall 
be  safe  and  suitable. 

( b)  The  optional  Ingredients  that  may 
be  used  in  maple  sirup  are: 

(1)  Salt. 

(2)  Chemical  preservattves. 

(3)  Defoaming  agents. 

(c)  The  name  of  the  food  is  “maple 
sirup”.  Alternatively,  the  word  “sirup” 
may  be  spelled  “ssrrup”. 

(d)  Each  of  the  optional  Ingredients 
used  shall  be  declared  oa  the  label  as 
required  by  the  applicable  sections  of 
Part  1  of  this  chaptv. 

§  30.3  Cane  sirup;  identity;  label  state¬ 
ment  of  optional  inig^dients. 

(a)  Cane  sirup  is  Uie  liquid  food 
derived  by  concentration  and  heat  treat¬ 
ment  of  the  juice  of  sugarcane  (Saccha- 
nun  (^cinarum  L.)  or  by  solution  In 
water  of  sugarcane  concrete  made  from 
such  juice.  It  contains  not  less  than  74 
percent  by  weight  of  soluble  solids 
derived  solely  from  such  juice.  The  con¬ 
centration  may  be  adjust^  with  or  with¬ 
out  added  water.  It  may  contain  one  or 
more  of  the  optional  ingredients  pro¬ 
vided  for  in  paragraph  (h)  of  this  sec¬ 
tion.  All  Ingredients  from  which  the  food 
is  fabricated  shall  be  safe  and  suitable. 

(b)  The  optional  ingredients  that  may 
be  used  in  cane  sirup  are: 

(1)  Salt. 

(2)  Preservatives. 

(3)  Defoaming  agents. 

(c)  The  name  of  the  f(x>d  is  “cane 
sirup”.  Alternatively,  the  word  “sirup” 
may  be  spelled  “syrup”. 

(d)  Each  of  the  optional  Ingredients 
used  shall  be  declared  on  the  label  as 
required  by  the  applicsMe  sections  of 
Part  1  of  this  chapt^. 

§  30.4  Sorghum  simp;  identity;  label 
statement  of  optional  ingredients. 

(a)  Sorghiun  sirup  is  the  liquid  food 
derived  by  concentration  and  heat  treat¬ 
ment  of  l^e  juice  of  sorghum  cane  (sor- 
gos)  (Sorghum  vulgare) .  It  contains  not 
less  than  74  percent  by  weight  of  soluble 
solids  derived  solely  from  such  juice. 
The  concentration  may  be  adjusted  with 
or  without  added  water.  It  may  contain 
one  or  more  of  the  optional  ingredients 
provided  for  in  paragraph  (b)  of  this 
section.  All  ingredients  from  which  the 
food  is  fabricated  shall  be  safe  and 
suitable. 

(b)  The  optional  ingredients  that  may 
be  used  in  sorghum  sirup  are: 

(1)  Salt. 

(2)  Chemical  preservatives. 


(3)  Defoamlng  agents. 

(4)  Enzymes. 

(5)  Anticrystallizing  agents. 

(6)  AntisoUdlfylng  agents. 

(c)  Ihe  name  of  the  food  is  “sorghum 
sirup”  or  “sorghum”.  Alternatively,  the 
word  “sirup”  may  be  spelled  “syrup”. 

(d)  Each  of  the  optional  ingredients 
used  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
Part  1  of  this  chapter. 

Any  person  who  will  be  adverse 
affected  by  the  foregoing  order  may  at 
any  time  aa  or  before  July  15,  1974, 
file  with  the  Hearing  Clerk,  Food  and 
Drug  Administration,  Room  6-86,  5600 
Fishers  Lane,  Rockville,  MD  20852, 
written  objections  thereto.  Objections 
shall  show  wherein  the  person  filing 
will  be  adversely  affected  by  the 
order,  specify  with  particular!^  the 
provi^ons  of  the  order  deemed  objectitm- 
able,  and  state  the  grounds  for  the  objec¬ 
tions.  If  a  hearing  is  requested,  the  objec¬ 
tions  shall  state  the  issues  for  the  hear¬ 
ing,  shall  be  supported  by  grounds  factu¬ 
ally  and  legally  sufficient  to  justify  the 
relief  sought,  and  shall  include  a  detailed 
description  and  analysis  of  the  factual 
information  intended  to  be  presented  in 
support  of  the  objections  in  the  event 
that  a  hearing  is  held.  Objections  may  be 
accompanied  by  a  memorandum  or  Mef 
in  support  thereof.  Six  copies  of  all  docu¬ 
ments  shall  be  filed.  Received  objections 
may  be  seen  in  the  above  office  during 
working  hours,  Monday  through  Friday. 

Effective  date.  Compliance  with  this 
order  shall  begin  on  January  1,  1975,  ex¬ 
cept  as  to  any  provisions  that  may  be 
stayed  by  the  filing  of  proper  objections. 
Notice  of  the  filing  of  objections  or  lack 
thereof  will  be  published  in  the  FnatAX. 
Register. 

(Secs.  401,  701,  52  Stet.  1040,  1056-10SS  as 
amended  by  70  Stat.  919  and  73  Stat.  946  (21 
UA.C.  341,371)) 

Dated:  June  7, 1974. 

A.  M.  SCHMIBT, 

Commissioner  of  Food  and  Drugs. 
(FR  Doc.74-13481  PUed  6-13-74:8:46  am] 

PART  53— TOMATO  PRODUCTS 

Tomato  Juice;  Amendment  of  Identity 
Standard 

In  the  Fiomuo.  Register  of  March  25, 
1974  (39  FR  11095) ,  the  Commissioner  of 
Food  and  Drugs  issued  a  proposal  sub¬ 
mitted  by  Del  Monte  Corp.,  215  Fremont 
St.,  P.O.  Box  3575,  San  Francisco,  CA 
94119,  to  amend  the  tomato  juice  identity 
standard  (21  CFR  53.1)  to  t>rovlde  for 
the  optional  use  of  ascorbic  acid  (vitamin 
C)  in  such  quantity  that  the  total 
vitamin  C  in  each  6  fiuid  ounces  of 
finished  food  amounts  to  100  percent  of 
the  U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  for  vitamin  C. 

A  total  of  21  comments  was  received 
in  response  to  the  proposal.  Eight  con- 
.sumers,  a  tomato  juice  manufacturer,  an 
ingredient  manufacturer,  and  a  State  of¬ 
ficial  favored  the  proposal  while  five  con¬ 
sumers,  a  tomato  juice  manufacturer,  a 


citrus  growers*  association,  a  super¬ 
market  chain,  and  a  professor  of  nutri¬ 
tional  physiology  opposed  the  proposal. 
One  fruit  juice  beverage  manufacturer 
favored  the  addition  of  vitamin  C  to 
tomato  juice  with  qualifications.  The 
points  raised  by  the  comments  and  the 
Commissioner’s  conclusions  are  as  fol¬ 
lows: 

1.  The  five  consumers  who  opposed  the 
addition  of  vitamin  C  to  tomato  juice 
commented  that  (a)  such  a  change  would 
deprive  the  public  of  an  opportunity  to 
purchase  and  consume  tomato  juice 
which  does  not  contain  added  vitamin 
C,  (b)  they  prefer  to  have  their  tomato 
juice  in  its  natural  state,  and  (c)  the 
addition  of  vitamin  C  would  add  to  the 
cost  of  the  tomato  juice. 

The  Commissioner  points  out  that  the 
proposal  does  not  require  a  manufac¬ 
turer  of  tomato  juice  to  add  vitamin  C 
but  provides  him  with  the  choice  of 
either  adding  it  or  not  adding  it.  Con¬ 
sumers  would  therefore  have  freedom  of 
choice  between  a  vitamin  C  fortified  or 
ncmfortified  product  in  the  marketplace. 
It  is  estimate  that  the  cost  of  the  addi¬ 
tive  alone  when  purchased  in  bulk  quan¬ 
tities  is  less  than  cent  per  60  milli¬ 
grams,  the  sunoimt  which  would  be  used 
to  fortify  a  6  fiuid-oimce  serving.  Con¬ 
sequently,  the  amount  of  ascorbic  acid 
that  would  be  added  to  tomato  juice 
should  not  materially  affect  the  cost  of 
the  product. 

2.  The  Citrus  Growers  Association  op¬ 
posed  the  proposal  on  the  grounds  that 
(a)  the  petitioner  wishes  to  fortify  to¬ 
mato  juice  for  strictly  competitive  rea¬ 
sons  and  to  gain  a  bigger  share  of  the 
juice  market  and  (b)  this  share  is  par¬ 
tially  gained  by  the  use  of  an  added  sub¬ 
stance  which  is  naturally  present  in  the 
same  amount  in  orange  juice. 

The  Commissioner  concludes  that, 
while  the  market  availability  of  a  tomato 
juice  product  containing  an  amount  of 
vitamin  C  equivalent  to  orange  juice 
presents  competition  to  the  produces 
of  orange  juice,  this  is  not  a  proper  fac¬ 
tor  to  consider  in  determining  whether 
the  product  should  be  enriched  with  vi¬ 
tamin  C.  The  Commissioner’s  decision  on 
this  matter  is  based  solely  upon  deter¬ 
minations  relating  to  public  health  and 
nutrition.  Tomatc  juice  is  used  primarily 
as  a  breakfast  beverage.  Breakfast  bev¬ 
erages  constitute  the  major  source  of  vi¬ 
tamin  C  in  the  daily  diet  of  most  people. 
The  “USDA  Household  Food  Consump¬ 
tion  Survey  1965-1966”  indicates  that 
only  about  30  to  58  percent  of  the  rec¬ 
ommended  dietary  allowance  of  vitamin 
C  is  obtained  from  all  other  food  sources 
combined.  It  is  therefore  important  from 
the  standpoint  of  public  health  and  nu¬ 
trition  that  all  fo(^  of  this  class  be  in¬ 
terchangeable  in  terms  of  this  important 
nutrient. 

The  Commissioner  had  earlier  con¬ 
tracted  with  the  National  Academy  of 
Sciences /National  Research  Council  for 
assistance  in  identifying  and  defining 
the  important  classes  of  foods  for  which 
nutritional  quality  emidelines  should  be 
established  and  in  providing  proposed 
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nutrient  compositions  for  them  si^ch 
would  be  in  the  best  interest  of  the  public 
health.  The  recommendations  of  the 
Cmnmittee  on  Food  Standards  and  Far> 
tification  Policy  of  the  National  Acad¬ 
emy  of  Sciences/National  Research 
Council  (the  NAS/NRC  Committee)  for 
ascorbic  acid  fortified  vegetable  Juices, 
fruit  juices,  fruit  drinks,  and  imitatlcm 
fruit-fiavored  drinks  reflect  the  fact  that 
some  conventional  vegetable  and  fruit 
Juices  are  major  sources  of  vitamin  C 
In  the  diet,  and  that  other  such  prod¬ 
ucts  which  are  not  naturally  good 
sources  of  the  vitamin,  and  many  fla¬ 
vored  beverages,  have  been  fortified  with 
vitamin  C  at  various  levels.  The  recom¬ 
mendations  are  intended  to  assure  the 
consumer  that  when  vitamin  C  is  added 
to  such  a  product,  it  will  provide  a  nutri¬ 
tionally  adequate  level  of  the  vitamin 
but  will  not  be  in  excess  of  nutritional  re¬ 
quirements.  The  NAS/NRC  Committee 
recommended  a  minimum  supplement 
level  of  50  mg  per  6  fluid-ounce  serving 
(or  equivalent)  and  a  maximum  supple¬ 
ment  level  of  65  mg  per  6  fluid-ounce 
serving  (or  equivalent).  These  values 
represent  the  mean  Recommended  Dally 
Allowance  and  an  average  ascmrbic  add 
content  of  dtrus  Juices,  respectivdy. 
However,  in  a  proposal  to  establish  nu¬ 
tritional  quality  guidelines  for  breakfast 
beverage  products  published  elsewhere 
in  this  issue  of  the  Fkdebal  Register,  the 
Commissioner  is  of  the  opinion  that  one 
level,  consistent  with  the  newly  estab¬ 
lished  U.S.  RDA  (60  mg) ,  should  be  pro¬ 
posed.  The  Commissioner  is  also  of  the 
opinion  that  there  is  no  Justification  for 
establishing  an  upper  limit  beyond  60 
mg  per  average  serving  (6  fi.  oz.)  since 
this  level  of  fortification  is  essentially 
the  same  as  occurs  naturally  in  various 
citrus  Juices,  which  are  among  the  rich¬ 
est  sources  of  the  vitamin,  and  since 
there  is  no  known  nutritional  signifi¬ 
cance  to  supplemental  intakes  beyond 
this  levd.  A  copy  of  the  NAS/NRC  (imn- 
mlttee  report  ts  on  public  display  in  the 
office  of  the  Hearing  Clerk. 

3.  The  Citrus  Growers  Association 
commented  that  the  citrus  Industry  is 
supporting  medical  research  on  the 
physiological  value  of  naturally  occur¬ 
ring  vitamin  C,  and  that  it  expects  the 
data  to  show  an  increased  benefit  over 
ascorbic  acid,  the  form  of  the  vitamin 
proposed  for  addition.  On  the  basis  of 
this  expectation,  the  Association  believes 
that  **vltamln  C,”  when  added  as  ascorbic 
add,  should  be  described  in  labeling  as 
“s3mthetlc’’  or  should  be  exclusively 
termed  “ascorbic  acid.” 

The  Association’s  contention .  that 
there  may  be  a  difference  in  biological 
value  activity  between  naturally  occur¬ 
ring  vitamin  C  and  ascorbic  acid  is  not 
supported  by  scientific  evidence  at  this 
time.  It  is  noted  that  finding  of  fact  num¬ 
ber  26,  relating  to  the  public  hearings  on 
foods  for  special  dietary  use.  published 
in  the  Federal  Register  of  August  2, 1973 
(38  FR  20708)  states  “there  is  no  nutri¬ 
tional  difler^ce  between  a  vitamin  pro¬ 
vided  by  a  synthetic  source  and  the 


same  vitamin  provided  by  a  natural 
source,  but  the  natural  source  may  con¬ 
tain  other  ingredients  which  may  limit 
the  absorbability  of  the  vitamin  provided 
by  the  natural  source.”  Consequently, 
until  it  can  be  demonstrated  by  reliable 
scientific  data  that  there  is  a  nutritional 
difference  between  added  ascorbic  acid 
and  ascorbic  acid  occurring  naturally  In 
orange  Juice,  the  Commissioner  has  no 
reason  to  require  that  products  contain¬ 
ing  the  former  be  labeled  differently 
from  those  containing  the  naturally  oc¬ 
curring  form  of  the  vitamin. 

4.  The  supermarket  food  chain  opposed 
the  proposal  on  the  ground  that  the  In¬ 
discriminate  fortification  of  natural 
foods  will  Inevitably  lead  to  a  numbers 
race  with  products  being  fortified  to 
meet  the  nutrient  level  of  another  prod¬ 
uct  for  no  good  reason. 

Although  the  Food  and  Drug  Admin¬ 
istration  has  not  proposed  nutritional 
quality  guidelines  for  all  foods,  it  has  es¬ 
tablished  general  principles  for  setting 
such  guidelines  for  clas^  of  foods  (21 
CFR  100.1) .  Elsewhere  in  this  issue  of  the 
Federal  Register,  the  Commissioner  is 
proposing  amendments  to  the  nutrition 
guideline  regulaticms  which  set  forth 
in  detail  the  circumstances  under  which 
nutrients  may  be  added  to  foods.  This 
final  order  meets  the  principles  ccm- 
tained  in  that  proposaL 

The  Commissioner  concludes  that,  in 
view  of  the  NAS/NRC  Committee  recom¬ 
mendation  for  addition  of  ascorbic  acid 
to  vegetable  Juices,  fruit  Juices,  fruit 
drinks  and  imitation  fruit-fiavored 
drinks,  it  would  not  be  reasonable  to 
prohibit  a  food  which  is  a  natural  source 
of  vitamin  C  from  further  oirlchment 
to  provide  a  nutriticmally  adequate 
amount  of  the  vitamin  per  serving.  The 
Commissioner  also  notes  that  the  present 
nutrition  labeling  regulations  (21  CTFR 
1.17  ami  80.1)  include  provisions  that  set 
maximum  limits  vdiich  may  be  claimed 
few  added  nutrients  as  well  as  permit 
only  the  use  of  nutrients  which  have 
been  shown  to  be  essential  to  human 
nutrition. 

5.  The  comment  from  the  nutritional 
physiologist  stated  that,  whereas  he  is  in 
favor  of  tomato  Juice  assuring  a  given 
quantity  of  vitamin  C,  it  is  difficult  to 
Justify  on  the  basis  of  citrus  products  or 
breakfast  use  the  addition  of  vitamin  C 
at  100  percent  of  the  U.S.  RDA.  He  com¬ 
mented  that  tomato  Juice  is  as  important 
a  source  of  vitamin  A  as  it  is  vitamin  C. 
and  suggested  that  the  vitamin  A  levd  as 
well  as  other  nutrients  normally  found 
in  tomato  Juice  at  levels  greater  than  2 
percent  n.S.  RDA  should  be  restored. 

The  Commissioner  concludes  that  the 
high  level  of  vitamin  C  is  justified  for  the 
reasons  set  forth  above.  The  question  of 
restoring  all  nutrients  in  tmnato  Juice  to 
their  natm*al  levels  is  a  concept  that 
would  mtail  considerable  study  and  goes 
beyond  the  scope  of  the  published  pro¬ 
posal.  Vitamin  A  is  available  naturally 
and  as  an  added  nutrient  in  a  much 
greater  variety  of  foods  than  is  vitamin 
C.  Consequently,  consumers  may  satisfy 


their  required  daily  Intake  of  vitamin  A 
more  readily  than  such  Intake  of  vita¬ 
min  C. 

6.  The  fruit  Juice  beverage  manufac¬ 
turer  that  endoorsed  the  proposal  with  a 
qualification  expressed  concern  that  the 
proposed  amendment  in  question,  if 
promulgated,  would  result  in  further  dis¬ 
crimination  against  processors  of  other 
standardized  and  nonstandardlzed  bev¬ 
erages  whldi  are  now  prohibited  from 
adding  a  similar  quantity  of  vitamin  C 
by  reason  of  the  provisions  of  21  (TFR 
80.1. 

The  Commissioner  points  out  that 
paragraph  <b)  of  the  final  order  sets 
forth  the  requirement  that  tomato  Juice 
shall  be  labeled  in  accordance  with  the 
applicable  sections  of  21  CJFR  Part  1. 
Consequently,  if  vitamin  C  is  added  to 
the  tomato  Juice,  the  food  is  subject  to 
the  same  labeling  requirements  of  21 
CFR  1.17  that  a  nonstandardiaed  food 
would  be  if  it  contained  vitamin  C  in 
the  same  quantity  as  proposed  in  this 
amendment.  The  propo^  to  establish  a 
nutritUmal  quaSty  guideline  for  break¬ 
fast  beverages,  published  elsewhere  in 
this  issue  of  the  Federal  Register,  pro¬ 
poses  an  exemption  for  l»eakfast  bev¬ 
erage  products  from  the  restriction  in 
21  CFR  1.17  limiting  the  addition  of 
vitamin  C  to  less  than  50  percent  of  the 
U.S.  RDA  per  serving.  Therefore,  the 
Commissioner  cannot  agree  that  this 
proposal  wiU  dlsciimlnate  against  proc¬ 
essors  of  other  standardized  and  non- 
standardized  foods. 

7.  The  prc^iosal  stated  that  the 
ascorbic  acid  may  be  added  in  such  a 
quantity  that  the  total  vitamin  C  in 
each  6  fluid-ounce  serving  oi  the  finished 
food  amounts  to  10  percent  of  the  n.S. 
RDA  for  vitamin  C  (60  mg) .  In  order  to 
use  language  consistent  with  that  set 
forth  in  the  proposal  to  establish  a  nu¬ 
tritional  quality  guideline  for  breakfast 
beverage  products,  the  Commissioner  has 
revised  the  vitamin  C  statement  above  to 
read:"*  •  •  the  total  vitamin  C  in  each 
fluid  ounce  of  the  finished  food  is  10 
milligrams  •  •  *.”  This  is  an  editorial 
revision  and  does  not  change  the  pro¬ 
posal  in  regard  to  the  amount  of  ascorbic 
acid  that  may  be  added  to  tomato  Juice. 

8.  It  was  brought  to  the  Commission¬ 
er’s  attention  that  the  proposal  failed  to 
provide  for  a  method  of  analysis  for  de¬ 
termining  the  amount  of  ascorbic  acid 
present  in  tomato  Juice. 

This  was  an  oversight  and  such  a 
method  has  been  Included  in  this  d<x:- 
ument. 

9.  Elsewhere  in  this  issue  of  the  Fed¬ 
eral  Register,  the  Commissioner  is  pro¬ 
posing  general  principles  for  the  addition 
of  nutrients  to  foods  wherein  the  terms 
"fortified”  and  “enriched”  are  defined. 
That  proposal  specifics  that  no  label 
claims  regarding  added  nutrients  will  be 
permitted  unless  such  addltlon(s)  con¬ 
stitutes  at  least  10  percent  of  the  U.S. 
RDA  for  the  nutrient(s).  For  tomato 
Juice  which  conforms  to  the  standard 
and  is  “enriched”  according  to  the  defi¬ 
nition  contained  in  that  proposal;  use  of 
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the  statement  “enriched  with  vitamin 
C”  is  proper  when  vitcnnin  C  is  added  at 
levels  prescribed  by  the  standard. 

Accordingly,  after  careful  considera¬ 
tion  of  the  comments  received,  the  infor- 
maticm  submitted  by  the  petitioner,  and 
other  relevant  Information,  Including  the 
reccHnmendations  submitted  under  con¬ 
tract  to  the  Food  and  Drug  Administra- 
ticm  by  the  Committee  on  Food  Stand¬ 
ards  and  Fortification  Policy,  Food  and 
Nutrition  Board  of  the  National  Academy 
of  Sciences/National  Research  Council, 
the  Commissioner  concludes  that  it  will 
promote  honesty  and  fair  dealing  in  the 
interest  of  consumers  to  amend  the 
standard  of  identity  for  tomato  Juice  (21 
CTR  53.1)  to  provide  for  the  optional 
addition  of  ascorbic  acid  (vitamin  C)  in 
a  quantity  such  that  the  total  vitamin  C 
in  each  fiuid  ounce  of  the  finished  food 
is  10  milligrams. 

Therfore,  pursuant  to  provisions  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(secs.  401,  701,  52  Stat.  1046,  1055  as 
amended  by  70  Stat.  919  and  72  Stat.  948; 
21  n.S.C.  341,  371)  and  under  authority 
delegated  to  the  Commissioiier  (21  C^FR 
2.120) :  It  is  ordered,  ITiat  Part  53  be 
amended  by  revising  S  53.1  to  read  as 
follows: 

§  53.1  Tomato  juice;  identity;  lab^ 
statement  of  optional  ingredients. 

(a)  Tomato  juice  is  the  unconcen¬ 
trated  liquid  extracted  frasn  mature  to¬ 
matoes  of  red  or  reddish  vsudeties,  with 
or  without  scalding  foBawed  by  drain¬ 
ing.  In  the  extraction  of  such  liquid, 
heat  may  be  applied  by  any  method 
which  does  not  add  water  thereto.  Such 
liquid  is  strained  free  from  skins,  seeds, 
and  other  coarse  or  hard  substances,  but 
carries  finely  divided  insoluble  solids 
from  the  fiesh  of  the  tomato.  Such  liqifid 
may  be  homogenized,  and  may  be  sea¬ 
soned  with  salt.  Such  Hquld  may  contain 
added  ascorbic  acid  in  a  quantity  such 
that  the  total  vitamin  C  in  each  fluid 
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onoe  of  the  finished  food  is  10  milligrams 
as  determined  by  the  method  prescribed 
in  sections  39.051-39.055  of  the  Official 
Methods  of  Analjrsis  of  the  Association 
of  Official  Analytical  Chemists.  11th  ed., 
1970,  pp.  777-778,  under  "Vitamin  C 
(Ascmhic  Acid)  Official  Final  Actioa’V 

When  sealed  in  a  container  it  is  so  proc¬ 
essed  by  heat,  before  or  after  sealing,  as 
to  prevent  spoilage. 

(b)  Each  of  the  (H>tional  ingredients 
used  shall  be  declared  on  the  label  as 
required  by  the  applicable  sections  of 
Part  1  of  this  chapter.  Tomato  juice  to 
which  vitamin  C  has  been  added  may 
bear  on  its  label  the  statement  "En¬ 
riched  with  Vitamin  C"  in  accordance 
with  §  100.1  of  this  chapter  or  “with 
added  vitamin  C**  or  a  similar  statement. 

Any  person  who  will  be  adversely 
affected  by  the  foregoing  order  may  at 
any  time  on  or  before  July  15.  1974. 
file  with  the  Hearing  Cfierk,  Food  and 
Drug  Administration.  Rm.  6-86,  5600 
Fishers  Lane.  Rockville.  MD  20852. 
written  objections  thereto.  Objections 
shall  show  wherein  the  person  filing  will 
be  adversely  affected  by  the  order,  specify 
with  particularity  the  provisions  of  the 
order  deemed  objectionable,  and  state 
the  grounds  for  the  objections.  If  a  hear¬ 
ing  is  requested,  the  objectkms  shall  state 
the  issues  for  the  hearing,  shall  be  sup¬ 
ported  by  grotmds  factually  and  legally 
sufficient  to  justify  the  relief  sought,  and 
shall  include  a  detailed  description  and 
analysis  of  the  factual  Information  in¬ 
tended  to  be  presented  in  support  of  the 
objections  in  the  event  that  a  hearing 
is  held.  Objections  may  be  accompanied 
by  a  memorandum  or  brief  ki  support 
thereof.  Six  copies  of  all  documents  shall 
be  filed.  Received  objections  may  be  sera 
in  the  above  office  during  working  hours. 
Monday  through  Friday. 


1  Copies  aoay  be  obtained  from;  TTie  As¬ 
sociation  of  OlBclal  Analytical  CliMalsts.  Box 
640,  Benjamin  Franklin  Station,  Washington. 
DC  20004. 


Effective  date.  This  order  shall  become 
effective  August  13.  1974,  except  as  to 
any  provisions  that  may  be  stayed  by  the 
filing  of  proper  objections.  Notice  of  the 
filing  of  objections  or  lack  thereof  will 
be  given  by- publicatira  in  the  Federal 
Register. 

(Secs.  401,  701,  62  Stat.  1046,  1066-1066.  as 
amended  by  70  Stat.  919  and  72  Stat.  948;  (21 
X7SX1.341.371)) 

Dated:  June  7,  1974. 

A.  M.  Schmidt. 

Commissioner  of  Food  and  Drugs. 

(FR  Doc.74-18483  FUed  6-13-74;8:48  am] 


PART  125— LABEL  STATEMENTS  CON- 
CERNING  DIETARY  PROPERTIES  OF 
FOOD  PURPORTING  TO  BE  OR  REPRE¬ 
SENTED  FOR  SPECIAL  DIETARY  USES 

Use  of  International  Units  for  Vitamins  A 
and  D;  Confirmation  of  Effective  Date  of 
Order 

In  the  Federal  Register  of  February 
12.  1974  (39  FR  5313) .  a  final  order  was 
published  which  amended  1 125.5(c)  (5) 
(21  CFR  125.5(0  (5) )  of  Part  125  by  in-, 
serting  “International  Units"  in  place  of 
“UJ3P.  Units"  as  the  units  of  measure¬ 
ment  for  vitamins  A  and  D.  The  order 
provided  for  the  filing  of  objections  on  or 
before  March  14,  1974. 

Pursuant  to  provisiras  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act  (secs.  403, 
701,  52  Stat.,  1047-1048.  1055-1056,  as 
amended;  21  U.S.C.  343,  371)  and  under 
authority  delegated  to  the  Commissioner 
of  Food  and  Drugs  (21  CFR  2.120) .  notice 
is  given  that  no  objections  to  the  order 
were  filed.  Therefore,  the  amendment 
promulgated  by  the  subject  order  became 
effective  on  March  14,  1974. 

Dated:  Jime  7. 1974. 

A.  M.  Schmidt. 

Commissioner  of  Food  and  Drugs. 
(FR  Doc.74-13482  Filed  6-13-74;8:45  am] 
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DEPARTMENT  OF  HEALTH, 
EDUCATION.  AND  WELFARE 
Food  and  Drug  Administration 
[21 CFR  Parts  1.3] 

MULTIUNIT  AND  MULTICOMPONENT 
FOOD  PACKAGES 

Proposed  Exemptions  From  Required 
Label  Statements 

The  Commissioner  has  received  a  peti¬ 
tion  from  The  National  Association  of 
Margarine  Manufcturers  requesting  that 
the  labeling  of  ingredients  on  the  wrap¬ 
per  of  a  subdivision  of  oleomargarine  or 
margarine  be  optional  when  such  sub¬ 
division  does  not  constitute  a  separate 
unit  for  retail  sale. 

The  petition  is  available  for  inspection 
in  the  office  of  the  Hearing  Clerk,  Food 
and  Drug  Administration,  Rm.  6-86,  5600 
Fishers  Lane,  Rockville,  MD  20852. 

The  Commissioner  has  considered  the 
petition  and  agrees  that  an  exemption 
from  label  requirements  for  a  statement 
of  ingredients  should  be  granted  for  the 
wrapper  on  a  subdivision  of  oleomar¬ 
garine  or  margarine  where  the  subdi¬ 
vision  does  not  constitute  a  separate  unit 
of  retail  sale.  However,  the  Commis¬ 
sioner  recognizes  that  such  an  exemp¬ 
tion  should  also  apply  to  other  foods 
packaged  in  a  like  manner,  including 
foods  in  multicomponent  retail  packages 
and  other  multiimit  retail  packages. 

Accordingly,  by  amending  5  1.1c  (21 
CFR  1.1c),  the  Commissioner  prop>oses 
to  exempt  xmit  containers  in  a  multiunit 
or  multicomponent  retail  food  package 
from  the  requirement  for  label  declara¬ 
tion  of  ingredients,  provided  that  the 
outside  of  the  retail  package  is  properly 
labeled  and  the  imit  containers  do  not 
constitute  separate  units  for  retail  sale. 
Similarly,  it  is  proposed  that  §  3.17(1) 
(21  CFR  3.17(i) )  be  amended  to  conform 
with  §  1.1c  and  to  exempt  the  wrappers 
on  the  subdivisions  of  oleomargarine  or 
margarine  contained  within  the  pack¬ 
ages  sold  at  retail  from  the  requirement 
for  label  declaration  of  ingredients,  pro¬ 
vided  the  packages  sold  at  retail  are 
properly  labeled  and  the  subdivisions  do 
not  constitute  separate  units  for  retail 
sale.  Since  reference  to  special  dietary 
use  was  deleted  from  §  45.1(b)  (2)  (v)  in 
an  order  published  in  the  Federal  Reg¬ 
ister  of  March  14,  1973  (38  PH  6968), 
the  same  reference  is  being  deleted  from 
the  proposed  revision  of  §  3.17(d)  and 
(1). 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  403,  407,  701(a),  52  Stat.  1047- 
1048,  1055,  64  Stat.  20;  21  U.S.C.  343, 
347,  371(a))  and  under  authority  dele¬ 
gated  to  him  (21  CFR  2.120) ,  the  Com¬ 
missioner  proposes  that  Chapter  I  of 
Title  21,  Code  of  Federal  Regulations  be 
amended  as  follows: 

1.  In  Part  1  by  adding  new  paragraph 
(a)  (14)  to  S  1.1c  as  follows: 

§  1.1c  Exemptions  from  required  lubel 
statements. 

•  #  «  «  • 

(a)  *  *  * 

(14)  The  \mlt  containers  in  a  multi¬ 
unit  or  multicomponent  retail  food  pack- 
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age  shall  be  exempt  from  compliance 
with  the  requirements  of  section  403 
(g)(2).  (i)(2),  and  (k)  of  the  act  with 
respect  to  the  requirements  for  label 
declaration  of  ingredients  when  the 
multiunit  or  multicomponent  retail  food 
package  labeling  meets  all  the  require¬ 
ments  of  this  part  and  the  unit  con¬ 
tainers  are  securely  enclosed  within  and 
not  intended  to  be  separated  from  the 
retail  package  under  conditions  of  re¬ 
tail  sale. 


2.  In  Part  3  by  revising  paragraphs 
(d)  and  (i)  of  §  3.17  to  read  as  follows: 

§3.17  Labeling  of  oloom.'irgarinc  or 
margarine. 


(d)  All  oleomargarine  or  margarine 
containing  the  optional  ingredients  vi¬ 
tamin  A,  vitamin  D.  or  both  is  subject  to 
the  provisions  of  5  1.17  of  this  chapter. 

*  ♦  •  •  • 

(i)  The  wrappers  on  the  subdivisions 
of  oleomargarine  or  margarine  contained 
within  the  package  sold  at  retail  are 
labels  within  the  meaning  of  section  201 
(k)  and  shall  contain  all  of  the  label  in¬ 
formation  required  by  sections  403  and 
407  of  the  Federal  Food,  Drug  and 
Cosmetic  Act,  just  as  in  the  case  of  1- 
pound  cartons,  except  that  wrappers  on 
the  subdivisions  contained  within  the 
retail  package  shall  be  exempt  from  the 
I'equirement  for  label  declaration  of  in¬ 
gredients  when  the  subdivisions  are 
securely  enclosed  within  and  are  not  in¬ 
tended  to  be  separated  from  the  retail 
package  under  conditions  of  retail  sale. 

Interested  persons  may,  on  or  before 
August  13,  1974,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-86,  5600  Fishers  Lane,  RockviUe, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  the  petition 
and  the  Commissioner’s  proposal.  Com¬ 
ments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours.  Mon¬ 
day  through  Friday. 

Dated:  June  7, 1974. 

A.  M.  SCHUIDT, 

Commissioner  of  Food  and  Drugs. 
IFR  Doc.74-13477  Piled  6-13-74;8:46  am) 


[21  CFR  Parts  1. 10, 102] 

UNIFORM  METHOD  OF  DECLARING  THE 
PERCENTAGE  OF  AN  INGREDIENT  IN 
FOODS 

Proposed  Percentage  Labeling 
Requirements 

The  Commissioner  of  Food  and  Drugs 
has  received  a  petition  submitted  on  be¬ 
half  of  Giant  Foods,  Inc.,  proposing  to 
amend  21  CFR  102.1  to  provide  a  uniform 
system  of  percentage  ingredient  labeling 
of  a  product  whenever  percentage  in¬ 
gredient  labeling  is  used.  The  statement 
of  grounds  and  the  requested  revision  of 
§  102.1  are  as  follows: 

Giant  Foods,  a  Washington-based 
grocery  chain.  Is  concerned  with  the  right 
and  ability  of  the  consumer  to  be  in¬ 
formed  about  the  food  products  that  are 
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purchased.  In  1971,  a  committee  of  con¬ 
sumer  and  Industry  representatives  was 
organized  to  consider  a  percentage  in¬ 
gredient  labeling  pn^pram  and  as  a  result 
of  the  committee’s  efforts.  Giant  Food 
has  voluntarily  begun  to  label  eight  of 
Its  own  brand  products  with  percentage 
information. 

Giant  Poods  would  like  to  proceed 
with  this  program  and  to  give  the  con¬ 
sumer  percentage  information  on  a 
greater  variety  of  its  own  products.  How¬ 
ever,  Giant  is  concerned  that  the  Food 
and  Drug  Administration  regulations  on 
percentage  labeling  are  being  promul¬ 
gated  on  a  product-by-product  basis. 
Waiting  for  common  or  usual  names  to  be 
promulgated  by  the  Food  and  Drug  Ad¬ 
ministration,  Giant  has  not  been  able  to 
move  ahead  with  their  program  in  fear 
that  the  FDA  might  later  propose  regula¬ 
tions  that  woula  make  their  new  labels 
obsolete. 

Giant  Foods  proposes  that  in  the  inter¬ 
est  of  consumers,  percentage  labeling  re¬ 
quirements  should  be  cm  a  volimtary/ 
mandatory  system  analogous  to  the  pres¬ 
ent  nutrition  labeling  program.  Conse¬ 
quently,  Giant  Foods  respectfully  pro¬ 
poses,  pursuant  to  the  provisions  of  the 
Federal  Food,  Ihrug,  and  Cosmetic  Act 
(secs.  403  and  701(a)),  that  regulations 
establishing  requirements  for  the  pro¬ 
mulgation  of  common  or  usual  names  and 
mandatory/volimtary  percentage  of  in¬ 
gredient  labeling  be  adopted  by  the  Pood 
and  Drug  Administration  In  the  follow¬ 
ing  format: 

§  102. la  Common  or  usual  namet.  for 
nonstandardized  foods. 

(a)  The  common  or  usual  name  of  a  food, 
which  may  be  a  coined  term  shall  aocxirately 
identify  or  describe,  in  as  simple  and  direct 
terms  as  possible,  the  basic  nature  of  the  food 
or  its  characterizing  properties  or  ingredi¬ 
ents.  The  name  shaU  be  uniform  among  all 
identical  or  similar  products  and  may  not 
be  confusingly  simUar  to  the  name  of  any 
other  food  that  is  not  reasonably  encom¬ 
passed  within  the  same  name.  Each  class  or 
subclass  of  food  shall  be  given  its  own  com¬ 
mon  or  usual  name  that  states,  in  clear 
terms,  what  it  is  in  a  way  that  distinguishes 
it  from  different  foods. 

(b)  The  common  or  usual  name  of  a  food 
shall  include  the  percentage  (s)  of  any  char¬ 
acterizing  ingredlent(s)  or  c<»nponent(s) 
when  the  proportion  of  such  ingredient  (s)  or 
component (8)  in  the  food  has  a  material 
bearing  on  price  or  consumer  acceptance  or 
when  the  labeling  or  the  appearance  of  the 
food  may  otherwise  create  an  erroneous  im¬ 
pression  that  such  ingredient  (s)  or  com¬ 
ponent  (s)  is  present  in  an  amount  greater 
than  is  actually  the  case,  the  requirements  of 
S  102.1(b)  shall  apply. 

(c)  A  common  or  usual  name  of  a  food  may 
be  established  by  common  usage  or  by  estab¬ 
lishment  of  a  regulation  in  Subpart  B  of  this 

.  part,  in  Part  100,  in  a  standard  of  Identity,  or 
in  other  regulations  in  this  chapter. 

§  102.1b  Percentage  ingredient  labeling. 

(a)  Percentage  ingredient  labeling  relating 
to  any  food  may  be  included  on  the  label  and 
in  the  labeling  of  a  product:  Provided,  That 
it  conforms  to  the  requirements  of  this  sec¬ 
tion.  Except,  whenever  the  Secretary  promul¬ 
gates  a  common  or  visual  name  for  a  product, 
such  product  will  be  required  to  contain  per¬ 
centage  ingredient  labeling  in  accordance 
with  the  requirements  of  this  section. 

(b)  The  percentage  of  a  characterizing 
ingr^ient  of  component  shall  be  declared  on 


No.  116— Pt.  II - 2 


FEDERAL  REGISTER,  VOL.  39,  NO.  116--FRIDAY,  JUNE  14,  1974 


20886 

the  basis  of  Its  quantity  in  the  finished  prod¬ 
uct  (1.©.,  weight/weight  in  th©  cas©  of  solids, 
or  volum©/Tolume  in  th©  case  of  liquids.) 

'  (c)  A  oharactsiizing  ingredient  is  any 
component  of  a  food  product  (1)  in  which 
the  proportion  in  th©  food  has  a  material 
bearing  on  th©  price  or  ctmaumer  acceptance, 
(2)  which  a  consumer  might  otherwise  be¬ 
lieve  to  be  present  in  an  amount  greater  than 
is  actually  the  case,  or  (3)  which  is  stated  or 
implied  in  the  name  ot  the  food.  A  char¬ 
acterizing  Ingredient  does  not  Include  fla¬ 
vorings  which  must  b©  declared  in  accord¬ 
ance  with  the  provisions  ot  S  1.13  of  this 
chapter. 

The  declaration  of  the  percentage  of  a 
characterizing  ingredient  mvist  accurately 
express  the  amount  of  the  ingredient  con¬ 
tained  in  the  food.  Reasonable  excesses  over 
labeled  amounts  are  acceptable  within  the 
limits  of  good  manufacturing  practice. 

(d)  Th©  percentage  of  each  characterizing 
Ingredient  or  component  shall  be  declared  by 

the  words  “containing  (or  contains)  - 

percent  (or  %) _ ”  or  “ - percent  (or 

%) _ ”  with  the  first  blank  filled  in  with 

the  percentage  expressed  as  a  whole  number 
not  greater  than  the  actual  percentage  of 
the  ingredient  or  compOTient  named  and  th© 
second  blank  filled  in  with  the  common  or 
usual  name  of  the  ingredient  or  component. 
The  word  “containing"  (or  “contains") ,  when 
used.  sbAii  iqjpear  on  a  line  immediately 
b^ow  th©  name  of  the  food  in  easily  legible 
boldface  print  or  type  in  distinct  contrast  to 
other  printed  or  graphic  matter,  and  in  a 
height  not  less  than  the  larger  of  th©  follow¬ 
ing  alternatives: 

(1)  Not  less  than  one-elxteenth  inch  in 
height  on  packages  having  a  principal  display 
panel  with  an  area  of  5  square  inches  or  less 
and  not  less  than  one-eighth  Inch  in  height 
if  the  area  of  the  principal  display  panel  is 
greater  than  5  squiu©  inches;  or 

(2)  Not  less  than  one-half  the  height  of 
the  largest  type  appearing  in  th©  pMt  of  th© 
common  or  usual  name  of  the  food  required 
by  paragraph  (a)  of  this  section. 

(e)  Percentage  ingredient  labeling  shall 
include  a  statement  of  the  presence  or  ab¬ 
sence  of  any  characterizing  lngredlent(8)  or 
component(8)  and/or  th©  need  for  th©  user 
to  add  any  characterizing  lngredl©nt(s)  or 
component (s)  when  the  presence  or  absence 
of  such  lngredlent(8)  or  component(8)  In 
the  food  has  a  material  bearing  on  price  or 
consumer  acceptance  or  when  th©  labeling  or 
the  appearance  of  th©  food  may  otherwise 
create  an  erroneous  impression  that  such 
lngredlent(8)  or  component(8)  Is  present 
when  it  is  not,  and  consumers  may  otherwise 
be  misled  about  the  presence  or  absence  of 
th©  lngTedlent(8)  or  component(s)  in  th© 
food.  The  following  requirements  shall  apply; 

(1)  Th©  presence  or  absence  of  a  char- 

actertzing  Ingredient  or  component  shall  be 
declared  by  the  words  "containing  (or  con¬ 
tains)  _ "containing  (or  contains)  no 

_ ”  or  “no _ ",  or  “does  not  contain 

_ ",  with  th©  blank  being  filled  In  with 

the  common  or  usual  name  of  the  ingredient 
or  component. 

(2)  Th©  need  for  the  user  of  a  food  to  add 
any  characterizing  ingredient  (s)  or  com- 
pon©nt(8)  shall  be  declared  by  an  approprt- 
at«  informative  statement. 

( 3 )  The  stat©tnent(  s)  required  under  para- 
gnq>h  (©)  (1)  and/or  (3)  of  this  section  shall 
appear  following  or  directly  below  the  part 
ot  the  name  of  th©  food  in  ea^y  le^ble 
boldface  print  or  type  in  distinct  contrast 
to  other  printed  or  graphic  matter,  and  In  a 
height  not  less  than  the  larger  of  the  al¬ 
ternatives  establMied  under  paragraph  (d) 
(1)  and  (S)  of  this  section. 

(f)  A  label  vrtdidi  contains  percentage  <a 
Ingredient  listings  tn  accordance  with  this 
regulation  shall  list  on  the  label  tn  deecend- 
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Ing  order  of  their  predominance  all  of  the  in¬ 
gredients  contained  In  the  product. 

(1)  Whenever  a  percental  oi  Ingredient 
llstt^  appears  on  the  main  display  panel, 
that  p^xentage  shall  also  be  listed  In 
parentheses  following  the  ingredient  nam© 
on  the  full  Ingredient  list. 

(2)  The  percentages  of  any  of  the  In- 
gr^lents  other  than  the  characterizing  in- 
gredient(s)  may  be  listed  in  parentheses 
fc^lowlng  the  name  of  the  ingredients  on  the 
full  ingredient  list. 

(g)  If  the  principal  display  panel  of  a  food 
is  too  small  to  accommodate  all  mandatory 
requirements  of  this  section,  the  Commis¬ 
sioner  may  establish  by  regulation  an  ac¬ 
ceptable  alternative  for  placement  of  the  re¬ 
quired  information,  (e.g.,  a  smaller  type 
size).  A  petition  requesting  such  a  regula¬ 
tion,  which  would  amend  the  applicable  reg¬ 
ulation,  shall  be  submitted  to  the  office  of 
the  Hearing  Clerk  in  the  form  set  forth  In 
1  2.65  of  this  ch{4>ter. 

The  Commissioner  Is  in  basic  agree¬ 
ment  with  the  suggestion  that  a  uniform 
method  of  declaring  the  percentage  of 
characterizing  ingredients  and  other  in¬ 
gredients  in  a  food  would  be  helpful  to 
consumers  by  preventing  confusion  and 
deception  that  could  be  engendered  by 
the  use  of  various  different  methods  of 
declaration  on  different  food  labels.  A 
uniform  label  placement  of  percentage 
declaration  would  also  be  helpful  to  the 
food  industry  by  assuring  that  such  dec¬ 
laration  will  be  regarded  as  proper.  This 
does  not,  however,  preclude  the  possibil¬ 
ity  of  establishing  a  regulation  under 
Part  102  at  some  time  In  the  future  which 
would  set  forth  other  requirements  for  a 
specific  food. 

The  Commissioner  proposes  to  accom¬ 
plish  the  objectives  of  the  petltlim  by 
modification  of  existing  regulations  but 
not  as  proposed  by  the  petitioner.  Tliese 
modifications  would  establish  the  manner 
in  which  the  percentage  declaration  of 
an  ingredient  will  be  placed  In  the  in¬ 
gredient  statement  when  such  declara¬ 
tion  Is  used,  and  would  require  per¬ 
centage  declaration  as  part  of  the  com¬ 
mon  or  usual  name  of  the  food  If  such 
percentage  declaration  Is  used  other  than 
In  the  ingredient  statement.  These  reg¬ 
ulations  win  also  be  applicable  to  stand¬ 
ardized  foods  if  a  percentage  declaration 
Is  given  that  is  not  required  by  an  ap¬ 
plicable  standard  or  Is  u^  in  advertising 
or  promoting  a  standardized  food. 

The  proposed  regulation  provides  only 
for  the  voluntary  placement  of  percent¬ 
age  declaration  on  the  label  and  Is  In¬ 
tended  to  pertain  only  to  the  percentage 
of  the  Ingredient  contained  In  the  food 
as  purchased  by  the  consumer  or,  in  the 
case  of  foods  that  must  be  reconstituted 
before  use,  on  the  basis  of  the  percentage 
in  the  reconstituted  food  (i.e.,  weight/ 
weight  in  the  case  of  solids,  or  volume/ 
volume  In  the  case  of  liquids) .  It  Is  ap¬ 
parent  that  if  any  other  basis  Is  used 
it  would  be  necessary  to  qualify  the  per¬ 
centage  declaration  explaining  the  basis 
used  in  its  determination  In  order  for 
the  percentage  declaration  to  be  mean¬ 
ingful,  fully  informative,  and  useful  for 
value  comparison  of  products. 

Since  the  pressed  regulation  does  not 
specify  requirements  for  the  basis  of  ex¬ 


pressing  percentage  declaration  on  the 
label.  It  Is  ^tirely  possible  that  such 
declaration  without  qualification  would 
be  misleading  or  deceptive  to  the  con¬ 
sumer.  For  example,  the  percentage  of  a 
dried  ingredient  used  In  a  product  that 
Is  sold  to  the  consumer  for  use  as  a  soup 
or  other  food  that  is  not  dried  when  con¬ 
sumed  could  be  included  In  the  ingredient 
statement  on  the  basis  of  the  formula 
weight  of  the  dried  Ingredient,  or  on  the 
rehydrated  formula  weight  of  the  in¬ 
gredient.  Further,  the  weight  of  the  food 
used  In  the  percentage  declaration  could 
be  expressed  in  terms  of  the  formula, 
the  finished  food,  or  some  food  that  the 
consumer  prepares  from  the  product 
purchased.  The  proposed  regulation  does 
not  prohibit  any  of  the  possibilities  for 
expressing  the  percentage  declaration 
providing  it  is  truthful  and  not  mis¬ 
leading. 

Therefore,  pursuant  to  provislMis  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  401,  403,  701,  52  Stat.  1041 
as  amended,  1046-1048, 1055  as  amended; 
21  U.S.C.  321,  341,  343,  371)  and  under 
authority  delegate  to  him  (21  CFR 
2.120),  the  Commissioner  proposes  to 
amend  Chapter  I  of  Title  21  of  the  Code 
of  Federal  Regulations  as  follows: 

PART  1-^EGULATICNS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD. 

DRUG,  AND  COSMETIC  ACT  AND  THE 

FAIR  PACKAGING  AND  LABELING  ACT 

1.  By  adding  the  following  sentences 
to  the  end  of  S  1.10(e) : 

§  1.10  Food;  labeling;  designation  of 
ingredients. 

•  •  •  «  * 

(e)  •  •  •  If  the  percentage  of  any  In¬ 
gredient  is  Included  in  the  statement  of 
ingredients,  it  shall  be  shown  in  paren¬ 
theses  following  the  name  of  the  In¬ 
gredient.  When  a  percentage  declaration 
Is  Included  In  the  ingredient  statement. 
It  shall  not  be  misleading  and  shall  be 
truthful  in  all  respects. 


PART  10— DEFINITIONS  AND  STAND¬ 
ARDS  FOR  FOOD 

2.  By  adding  the  following  new  section 
to  Part  10: 

§  10.8  Voluntary  listing  of  percentage 
of  ingredients  of  standardized  foods. 

(a)  When  the  label  of  a  standardized 
food  is  not  required  by  the  applicable 
standard  to  bear  a  percentage  declara¬ 
tion  of  one  or  more  ingredients  In  a 
statement  of  Ingredients  but  does  bear 
such  a  declaration,  the  percentage  decla¬ 
ration  shall  be  stated  in  accordance  with 
the  requirements  of  S  1.10(e)  of  this 
chapter. 

(b)  When  the  label  or  labeling  or  ad¬ 
vertising  of  a  standardized  food  bears  a 
declaration  of  the  percentage  of  a  char¬ 
acterizing  Ingredient,  other  than  In  the 
Ingredient  statement  as  provided  for  tai 
paragraph  (a)  of  this  section,  and  such 
declaration  Is  not  required  by  the  appli¬ 
cable  standard,  such  percentage  declara¬ 
tion  shall  be  declared  tn  the  manner  set 
forth  In  S  102.1(b)  of  this  chapter. 
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PART  102— COMMON  OR  USUAL  NAMES 

FOR  NONSTANDARDIZED  FOODS 

3.  By  adding  the  following  new  para¬ 
graph  (b)  (3)  to  S  102.1: 

§  102.1  General  prineiplea. 

•  •  •  *  * 

(b)  •  *  • 

(3)  When  the  percentage  of  a  char¬ 
acterizing  ingredient  is  stated  on  the 
label  or  in  labeling  or  advertising,  other 
than  as  a  percentage  of  a  particular  in¬ 
gredient  in  a  complete  statement  of  in¬ 
gredients  as  provided  in  S  1.10(e)  and 
§  10.8(a)  of  this  chapter,  it  shall  be  de¬ 
clared  on  the  label  as  part  of  the  common 
or  usual  name  of  the  food  in  accordance 
with  the  provisions  of  Uiis  paragraph. 

•  •  •  •  t 

Interested  persons  may.  on  or  before 
August  13,  1974.  file  with  the  Hearing 
CHerk.  Food  and  Drug  Administration. 
Room  S-86.  5600  Fishers  Lane.  Rockville. 
MD  20852,  written  comments  (prefer¬ 
ably  in  quintuplicate  regarding  this 
proposal.  Comments  may  be  accom¬ 
panied  by  a  memorandiun  or  brief  in 
support  thereof.  Received  comments  may 
be  seen  in  the  above  ofSce  during  work¬ 
ing  hours,  Monday  through  Friday. 

Dated:  June  7, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

(PR  Doc.74-13466  Filed  6-3-74;8;45  am] 

[21 CFR  Parts  1. 101] 
NUTRITION  LABELING 

Proposed  Serving  and  Portion  Sizes  and 
Daily  Consumption  Amounts 

Section  1.17(b)  of  this  chapter  (21 
CFR  1.17(b) )  requires  that  nutrition  in- 
formaticm  in  the  labeling  of  a  food  be 
declared  in  relation  to  the  average  or 
usual  serving  or.  where  the  food  is  cus¬ 
tomarily  not  consumed  directly,  in  rela¬ 
tion  to  the  average  or  usual  poition.  Nu¬ 
trition  information  may  also  be  declared 
on  the  basis  of  the  amount  of  the  food 
consumed  on  a  daily  basis. 

In  the  preamble  to  the  nutrition  label¬ 
ing  regulation  published  in  the  Federal 
Register  of  January  19, 1973  (38  FR  2125, 
2130),  the  Commissioner  of  Food  and 
Drugs  stated,  “Where  there  are  no  estab¬ 
lished  reasonable  standard  serving  sizes, 
the  Commissioner  intends  establishing 
such  reasonable  standard  serving  sizes.” 
Subsequently,  he  advised  in  paragraph  17 
of  the  preamble  to  the  revision  of  that 
regulation,  published  in  the  Federal 
Register  of  March  14, 1973  (38  FR  6953) , 
that  “  *  •  *  it  is  incumbent  upon  in¬ 
dustry  and  consumers  to  work  together 
to  devise  uniform  serving  and  portion 
sizes.”  The  Commissioner  stated,  “If  this 
does  not  materialize,  the  Commissioner 
will  establish  a  procedure  for  adopting 
uniform  serving  and  portion  sizes  that 
will  be  applicable  to  all  f(X>ds.” 

Uniform  and  reasonable  serving  sizes 
are  essential  since  nutrition  labeling 
statements  based  on  unreasonably  large 
quantities  per  serving  give  an  inflated 
idea  of  nutrient  content  and  confuse 


consumers,  and  lack  of  uniform  serving 
sizes  among  products  in  the  same  class  of 
food  makes  comparison  Impossible.  A  re¬ 
cent  survey  of  current  product  labels 
providing  nutrition  Information  con¬ 
ducted  by  the  Food  and  Drug  Adminis¬ 
tration  demimstrates,  however,  that  the 
serving  and  portion  sizes  us^  are  In 
many  cases  not  reasonable  or  not  uni¬ 
form  within  a  product  class. 

In  some  cases  the  reasonableness  of  the 
serving  size  being  used  Is  dubious  be¬ 
cause  it  is  larger  than  the  serving  size 
recommended  prior  to  use  of  nutrition 
labeling.  Since  a  larger  serving  size  per¬ 
mits  declaration  of  more  nutrients,  there 
is  an  obvious  temptation  to  increase  it. 
While  a  diversity  of  serving  sizes  exists 
in  the  marketplace,  the  Commissioner  Is 
aware  that  there  is  an  effort  to  establish 
the  serving  size  for  canned  vegetables, 
such  as  green  beans,  peas,  and  tomatoes, 
at  1  cup  (8  oimces) .  For  many  years  prior 
to  nutrition  labeling,  the  standard  serv¬ 
ing  size  usually  used  in  labeling  was  Vt. 
cup.  Comments  are  now  being  received 
from  consumers  and  dietitians  that  this 
is  larger  than  the  amoimt  that  would 
normally  be  consumed  by  an  individual. 
Prior  to  nutrition  labeling,  the  recom¬ 
mendation  was  4  servings  per  pound  or 
3-4  servings  for  a  poimd  or  1.1-pound 
package.  Thus,  the  recommended  serv¬ 
ing  has  approximately  doubled  in  size 
since  the  advent  of  nutrition  labeling. 

The  same  serving  enlargement  is  seen 
in  the  labeling  of  canned  fruit.  Prior  to 
nutrition  labeling,  canned  fruit,  such  as 
pears  and  peaches,  was  labeled  as  con¬ 
taining  3-4  servings  per  1-  or  1.1-pound 
can.  or  in  at  least  one  instance,  5-7  serv¬ 
ings  in  a  can  containing  1  poimd,  14 
ounces.  Now  the  serving  seems  generally 
to  be  1  cup  (8  ounces) ,  again  an  approxi¬ 
mate  doubling  of  the  serving  size.  Here 
again,  comments  are  being  received  that 
this  is  an  unrealistically  large  amount 
for  individual  consumption. 

Fruit  juice  has  experienced  a  similar 
increase  in  suggested  serving  size.  Prior 
to  nutrition  labeling,  the  recommended 
seiwing  w£is  customarily  6  ounces.  Labels 
of  fruit  drink  using  nutrition  labeling 
now  generally  use  an  8-ounce  serving.  In 
contrast,  the  serving  size  of  some  brands 
of  orange  drink  is  presently  4  ounces. 

The  survey  disclosed  that  labels  on 
other  products  are  suggesting  serving 
sizes  that  seem  to  be  unreasonably  large. 
One  brand  of  frozen  peas  establishes  a 
serving  of  6%  ounces  for  the  punxxses 
of  nutrition  information,  providing  iy2 
servings  per  package,  and,  as  if  to  con¬ 
cede  the  excessive  size  of  the  stated  serv¬ 
ing,  also  indicates  that  there  are  four 
2  *72 -ounce  servings  in  the  package.  A  dif¬ 
ferent  brand  of  frozen  peas  and  carrot 
points  in  cream  sauce  establishes  an  8- 
ounce  serving  for  nutrition  labeling  but 
adds  that  the  package  also  provides  four 
2>/i-ounce  servings.  Comparable  frozen 
vegetables  not  labeled  with  nutrition  in¬ 
formation  have  been  found,  in  one  case, 
to  recommend  a  Vi -cup  serving  and,  in 
another  case,  to  recommend  a  3.3-ounce 
serving.  Servings  for  canned  tima  also 
appear  to  be  unreasonably  large  since 
they  are  set  at  6 Vi  or  7  ounces. 


Canned  tuna  labeling,  which  estab¬ 
lishes  a  serving  sometimes  at  6  Vi  and 
sometimes  at  7  ounces,  also  points  up  the 
problem  of  nonuniform  labeling  wltiiln 
a  product  class,  making  comparison  dif¬ 
ficult.  Another  example  of  the  lack  of 
imlformity  Is  In  the  labeling  of  vegetable 
juice.  One  brand  of  tomato  Juice  cur¬ 
rently  states  its  serving  size  to  be  8 
ounces,  while  a  different  brand  of  vege¬ 
table  juice  sets  its  serving  at  6  ounces- 

Samples  of  representative  labeling 
illustrating  these  problems  are  on  dis¬ 
play  in  the  office  of  the  Hearing  Clerk. 

Because  of  the  Industry’s  failure  in 
many  cases  to  establish  reasonable  and 
uniform  serving  sizes,  the  Commissioner 
is  publishing  a  proposal  to  establish  a 
procedure  for  prescribing  appropriate 
servings  and  portions  for  use  with  nu¬ 
trition  labeling.  The  proposal  also  con¬ 
tains  a  procedure  whereby  interested 
persons  may  petition  the  Commissioner 
to  establish  an  appropriate  serving  or 
portion. 

The  Commissioner  notes  that  some  of 
the  present  labeling  confusion  may  be 
the  result  of  an  erroneous  interpretation 
of  the  term  “portion.”  Although  portion 
size  is  intended  to  be  used  as  a  basis 
for  nutrition  labeling  only  for  foods  not 
eaten  directly  but  eaten  only  as  an  in¬ 
gredient  of  other  foods,  the  term  is  being 
used  improperly  for  such  foods  as 
canned  peaches,  canned  green  beans, 
canned  peas,  canned  pears,  canned  tuna, 
and  wieners.  These  foods  are  obviously 
eaten  alone  frequently,  and  a  statement 
of  the  serving  size  rather  than  a  portion 
size  is  therefore  required.  Although  a 
portion  is  numerically  the  same  as  would 
be  a  serving  of  the  food,  since  a  portion 
expresses  the  amoimt  of  the  ingredient 
present  in  a  serving  of  the  food  of  whleh 
it  is  an  ingredi«it,  the  use  of  the  term 
should  be  restricted  as  the  regulation  re¬ 
quires  in  order  to  avoid  consumer  con¬ 
fusion. 

The  Commissioner  therefore  proposes 
to  amend  8  1.17  to  clarify  this  distinc¬ 
tion. 

The  proposal  also  establishes  serving 
sizes  for  several  foods.  Serving  sizes  for 
noncarbonated  breakfast  beverage  prod,- 
ucts,  hot  and  cold  cereal,  and  formulated 
meal  replacements  are  established  at  the 
same  amounts  as  in  the  nutritional 
quality  guidelines  for  those  foods  pub¬ 
lished  elsewhere  in  this  issue  of  the  Fed¬ 
eral  Register.  A  serving  size  is  estab¬ 
lished  for  fluid  milk  beverages  at  8 
ounces,  the  amount  in  a  normal  beverage 
glass,  and  a  daily  consumption  amount 
at  1  quart,  both  of  which  have  been 
standardized  by  the  industry. 

The  Commissioner  has  not  yet  deter¬ 
mined  the  appropriate  serving  sizes  for 
the  other  foods  discussed  in  this  pre¬ 
amble,  i.e.,  canned  and  frozen  fruits  and 
vegetables,  and  canned  tuna.  Trade  as¬ 
sociations  may  wish  to  consider  petitions 
to  establish  reasonable  serving  sizes  for 
such  foods  pursuant  to  the  provisions  of 
this  proposal.  If  divergent  serving  sizes 
continue  to  be  used  in  the  marketplace 
and  such  petitions  are  not  filed,  the  Com¬ 
missioner  will  propose  serving  sizes  for 
these  foods  on  his  own  initiative. 
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Pertlnoit  data  and  Information  In  sup¬ 
port  of  thLs  proposal  are  on  public  dis¬ 
play  in  the  office  of  the  Hearing  Clerk. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (secs.  201.  403.  701(a).  52  Stat.  1040- 
1042  as  amended.  1047-1048  as  amoided. 
1055  (21  UJS.C.  321.  343,  371(a)))  and 
under  authority  delegate  to  him  (21 
CFR  2.120).  the  Commissioner  proposes 
to  amend  (Chapter  I  of  Title  21  of  the 
Code  of  Federal  Regulations  as  follows: 

1.  In  Part  1  by  revising  the  intro¬ 
ductory  text  of  paragraph  (b)  and  para¬ 
graph  (b)  (1)  of  1 1.17  to  read  as  follows: 

§  1.17  Food;  nutrition  labeling. 

•  •  •  •  • 

(b)  All  nutrient  quantities  (includ¬ 
ing  vitamins,  mineral  calories,  protein, 
carbohydrate,  and  fat)  shall  be  declared 
In  ration  to  the  average  ch:  usual  serv¬ 
ing  or.  where  food  Is  customarily  not  con¬ 
sumed  directly,  in  relation  to  the  average 
or  usual  portion.  The  serving  or  ix)rtlon 
size  used  shall  be  that  established  in  Part 
101  of  this  chapter  or.  if  (me  is  not  so 
established  in  that  part  for  the  fo(xl. 
shall  be  determined  in  accordance  with 
the  provisions  of  this  paragraph.  Another 
column  of  figures  may  be  used  to  declare 
the  nutrient  quantities  in  relation  to  the 
average  or  usual  amount  consumed  on  a 
dahy  basis,  in  the  same  format  required 
in  paragraph  (c)  of  this  section  for  the 
serving  (portion),  where  reliable  data 
have  established  that  the  fexxi  is  cus¬ 
tomarily  consiuned  more  than  once  din¬ 
ing  the  day  and  the  avmige  or  usual 
amount  so  c^msumecL 

(1)  The  term  “serving^  means  that 
reasonable  quantity  of  food  suited  fen  or 
practicable  of  consumption  as  part  of  a 
meal  by  an  adult  male  engaged  in  light 
physical  activity,  or  by  an  infant  or  child 
under  4  years  of  age  when  the  article 
purports  or  is  represented  to  be  for  con¬ 
sumption  by  an  infant  or  child  under  4 
years  of  age.  The  term  “portl<m'*  means 
the  amount  of  a  fcKxl  customarily  used  in 
a  serving  of  a  meal  component  of  which 
it  is  an  ingredient.  A  lab^  statement 
regarding  a  serving  (portion)  shall  be  in 
terms  of  a  convenient  unit  of  measure 
that  can  be  easily  identified  as  an  aver¬ 
age  or  usual  serving  (portion)  and  can 
be  readily  understood  by  purchasers  of 
such  fcxKl.  e.g..  a  serving  (portion)  may 
be  expressed  in  slices,  cookies,  or  wafers; 
or  in  terms  of  ounces,  fluid  ounces,  tea¬ 
spoonfuls,  tablespoonfuls,  or  cupfuls. 

•  •  •  •  # 

2.  In  Subchapter  B  by  adding  a  new 
Part  101  to  consist  initially  of  the 
following: 


PART  101— SERVING  AND  PORTION  SIZES 
AND  DAILY  CONSUMPTION  AMOUNTS 

Subpart  A— G«n«ral 

Sec. 

101.1  Oenercl  piindples. 

101.3  Fetldons. 

Subpart  B — Sarvlitg  and  Portion  Sizes  and  Dally 
Consumption  Amounts 

101.20  NcHicarbonsted  breakfast  beverage 

products. 

101.21  Formulated  meal  replacements. 


Soo* 

101.23  Ready-to-eat  toeakfaat  oet««L 
lOlJM  Hot  breakfast  oeraaL 
101.34  Fluid  milk  baveragea, 

Autbobitt:  Serx.  301.  40S,  701(a).  03  Stat. 
1040-1042.  as  amended.  104T-1048  as 
amended.  1056  (21  nJ3.C.  831.  848.  871(a)). 

Subpait  A — General 
§  101.1  General  princiirfes. 

General  principles  governing  the  estah- 
Ushment  of  a  serving  or  portion  size  or  an 
amount  consumed  on  a  daily  basis  for  a 
fo(xl  under  Subpart  B  of  this  part  are  as 
foUows: 

(a)  A  serving  size  shall  Identify  that 
reasonable  (juantity  of  food  suited  for  or 
practicable  of  consumption  as  part  ^  a 
meal  by  an  adult  male  engaged  In  Uedit 
physical  activity,  except  as  provided  In 
paragraph  (c)  of  this  section. 

(b)  A  portion  size  shall  be  established 
only  for  a  food  customarily  used  only 
as  an  Ingredient  in  other  foods.  A  por¬ 
tion  size  shall  identify  that  amount  of 
the  food  customarily  used  in  a  serving, 
as  defined  in  this  section,  ot  the  meal 
component  of  which  it  is  an  ingredient. 

(c)  A  serving  size  or  portion  size  for 
an  infant  or  child  under  4  years  of  age 
shall  be  based  on  that  reasonable  quan¬ 
tity  of  food  suited  for  or  practicable  of 
consumption  as  part  of  a  meal  by  an 
infant  or  child  under  4  years  of  age.  Su(^ 
a  serving  size  or  portion  size  shall  be 
used  only  when  the  article  of  food  pur¬ 
ports  or  is  represented  to  be  for  con¬ 
sumption  by  an  infant  or  child  under 
4  years  of  age. 

(d)  Any  serving  size  or  portion  size 
established  shall  be  in  terms  of  a  con¬ 
venient  unit  of  the  fo<xl  or  a  convenient 
unit  of  measure  that  can  be  easily  iden¬ 
tified  as  an  average  or  usual  serving  or 
portion  and  can  be  readily  understood 
by  purchasers  of  such  food,  e.g.,  a  serv¬ 
ing  (portion)  may  be  established  in 
slices,  c(x>kies,  or  wafers;  or  in  terms  of 
ounces,  fiuid  ounces,  teaspoonfuls,  table¬ 
spoonfuls,  or  cupfuls. 

(e)  An  amount  of  a  food  consumed 
on  a  daily  basis  shall  be  based  upon  re¬ 
liable  data  which  establish  that  the  f(X)d 
is  customarily  consumed  more  than  once 
during  the  day  and  the  average  or  usual 
amount  so  consumed. 

§  101.2  Petitions. 

The  Commissioner  of  Food  and  Drugs, 
either  cm  his  own  initiative  or  on  be¬ 
half  of  any  interested  person  who  has 
submitted  a  petition,  may  publish  a  pro¬ 
posal  to  establish  or  amend,  under  Sub- 
part  B  of  this  part,  a  regulation  pre¬ 
scribing  a  serving  size  or  portion  size 
for  a  food.  Anj'  such  petition  shall  in¬ 
clude  an  adequate  factual  basis  to  sup¬ 
port  the  petition,  shall  be  in  the  form 
set  forth  in  9  2.65  of  this  chapter,  and 
will  be  published  for  comment  if  it  con¬ 
tains  reasonable  grounds  for  the  pro¬ 
posed  regulation. 

Subpart  B — Serving  and  Portion  Sizes  and 
Daily  Consumption  Amounts 

§  101.20  Noncarbonated  breakfast  bev- 
erage  products. 

The  serving  size  of  a  noncarbonated 
breakfast  beverage  product  shall  be  6 


fluid  ounces,  except  that  the  serving  size 
for  Infants  and  children  under  4  years 
ot  age  Shan  be  4  fluid  ounces. 

S  101.21  Formulated  meal  replacements. 

The  serving  size  of  a  formulated  meal 
replacement  shaU  be  the  amoimt  that, 
when  finally  constituted  for  consump- 
tl(m.  is  Intended  to  replace  a  single  meaL 

§  101.22  Ready-to-eat  breakfast  eereaL 

The  serving  size  of  ready-to-eat  break¬ 
fast  cereal  shaU  be  1  ounce,  except  that 
a  serving  for  a  single  service  container 
shaU  be  the  amount  In  the  container.  A 
serving  of  milk  with  ready-to-eat  break¬ 
fast  cereal  shaU  be  4  fluid  ounces. 

$101.23  Hot  breakfast  cereaL 

The  serving  size  of  hot  breakfast  ce¬ 
real  shaU  be  1  ounce,  dry,  uncooked  form 
(15  percent  moisture) . 

S  101.24  Fluid  milk  beverages. 

The  serving  size  of  a  fluid  milk  bev¬ 
erage  ShaU  be  8  fluid  ounces.  The  amoimt 
of  a  fluid  mUk  beverage  consumed  on  a 
daily  basis  shaU  be  1  quart. 

Interested  persons  may.  on  or  before 
August  13,  1974,  file  with  the  Hearing 
CUerk,  Food  and  Drug  Administration. 
Rm.  6-86,  5600  Fishers  Lane.  RockviUe, 
MD  20852.  written  comments  (prefer¬ 
ably  In  quintupUcate)  regarding  the  pe¬ 
tition  and  the  Commissioner’s  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  there¬ 
of.  Received  comments  may  be  seen  in 
the  above  office  during  working  hours, 
Monday  through  Friday. 

Dated:  June  7, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
(PR  Doc.74-13473  FUed  6-13-74;8:45  ami 


[21  CFR  Parts  1. 102] 

FOOD  LABEUNG;  LABEL  DECLARATION 
OF  INGREDIENTS;  MISLEADING  VI¬ 
GNETTES;  COMMON  OR  USUAL  NAME 
FOR  FOOD 

Proposed  Requirements 

The  Commissioner  of  Food  and  Drugs 
has  recently  amended  several  food  la¬ 
beling  regulations  and  has  published 
proposals  for  additional  amendments. 
Some  of  the  new  regulations  contain  pro¬ 
visions  relating  to  specific  designated 
foods  that  should  properly  be  made  ap¬ 
plicable  to  aU  food.  In  order  to  clarify 
food  labeling  requirements  and  minimize 
the  potential  for  confliictlng  fixKi  label¬ 
ing  regulations,  the  Commissioner  is  pro¬ 
posing  revision  of  and  addition  to  exist¬ 
ing  food  labeling  regulations  as  specified 
in  this  notice. 

Label  Declaration  or  Ingredients 
In  some  cases  it  has  been  established 
that  differences  in  various  forms  of  an 
ingredient  (e.g.,  llqulcL  concentrated, 
dried,  or  frozen)  do  not  result  In  any 
change  in  the  allergenic  potential  of,  or 
any  detectable  difference  in,  the  finished 
food.  On  this  basis,  recent  amendments 
to  standards  of  Identity  have  provided 
for  label  declaration  of  various  forms  of 
certain  ingredients  by  use  of  a  single 
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class  name.  For  example,  certain  stand¬ 
ards  of  identity  for  cheese  products  were 
amended  in  the  Federal  Register  of 
April  23.  1973  (38  FR  9996),  to  allow 
milk,  concentrated  milk,  and  dried  milk 
to  be  designated  on  the  label  as  “milk”. 

The  Commissioner  is  therefore  propos¬ 
ing  revision  of  S  1.10  (21  CFR  1.10)  to 
provide  for  the  same  manner  of  label 
.declaration  of  such  ingredients  for  non- 
standardized  as  well  as  standardized 
food.  This  is  consistent  with  Food  and 
Drug  Administration  policy  that  all  food, 
whether  standardized  or  nonstandard- 
Ized.  should  be  subject  to  the  same  la¬ 
beling  requirements. 

The  listing  of  groups  of  ingredients  in 
the  regulation  that  may  be  declared  by 
single  class  names  is  not  intended  to  be  a 
complete  listing  of  all  such  groups.  Com¬ 
ments  on  this  proposal  should  be  limited 
to  the  proposed  designations  since  the 
list  will  not  be  expanded  at  the  final 
order  stage.  Any  additions  to  the  list  wUl 
be  accomplished  by  separate  proposals 
to  amend  the  regulation  and  therefore 
are  more  appropriately  the  subject  of 
petitions  rather  than  comments  bn  this 
proposal. 

The  Commissioner  of  Food  and  Drugs, 
either  on  his  own  initiative  or  on  behalf 
of  any  Interested  person  who  has  sub¬ 
mitted  a  petition,  may  propose  amend¬ 
ments  to  the  provisions  of  9  1.10  specify¬ 
ing  the  manner  or  alternatives  by  which 
an  ingredient  shall  be  declared  (i.e., 
specific  or  class  name).  Any  such  peti¬ 
tion  shall  Include  an  adequate  factual 
basis  to  support  the  petition,  shall  be  in 
the  form  set  forth  in  9  2.65  of  the  regula¬ 
tions  (21  CFR  2.65)  and  will  be  published 
for  comment  if  it  contains  reasonable 
grounds  for  the  proposed  amendment. 

Percentage  or  Characterizing 
Ingredients 

TTie  present  1 1.10(d) ,  as  amended  In 
the  Pbdbbal  Register  of  March  14.  1973 
(38  FR  6966).  provides  that:  *‘A  label 
may  be  required  to  bear  the  percent- 
age(s)  of  a  characterizing  Ingre^nt(s) 
or  information  conoemlng  the  presence 
or  absence  of  an  ingredlent(s)  or  the 
need  to  add  an  lngiedlent(8)  as  part  of 
the  common  or  usual  name  of  the  food 
pursuant  to  Subpart  B  of  Part  102  of  this 
chapter.” 

The  Commissioner  proposes  that,  since 
this  provision  is  iq;>pllcable  to  the  recre¬ 
ments  for  a  stat^ent  of  identity.  It 
should  be  transferred  to  9  1.8  of  the  reg¬ 
ulations. 

Label  Declaration  of  Standardized 
Food  Ingredients 

The  existing  requirements  concerning 
label  declaratim  of  ingredients  in  9  1.10 
(a)  provide  that:  ”If  an  ingredient 
(which  itself  contains  two  or  more  in¬ 
gredients)  conforms  to  a  definition  smd 
standard  of  identity  prescribed  by  regu¬ 
lations  under  section  401  of  the  act, 
swdi  Ingredient  may  be  designated  on 
the  label  of  such  food  by  the  name  speci¬ 
fied  in  the  definition  and  standard,  sup¬ 
plemented,  in  case  such  regulations  re¬ 
quire  the  naming  of  optional  ingredi¬ 


ents  present  in  such  ingredient,  by  a 
statement  showing  the  optional  ingredi¬ 
ents  which  are  present  in  such  ingredi¬ 
ent.”  Since  the  Food  and  Drug  Adminis¬ 
tration  is  now  moving  toward  full  label 
declaration  of  all  optional  Ingredients  in 
standardized  foods,  this  regulation  needs 
revision. 

The  Commissioner  therefore  proposes 
to  amend  9  1.10  to  provide  that  this 
label  information  may  be  presented  on 
the  label  by  either  of  the  foUowing  alter¬ 
natives:  (1)  By  declaring  the  optional 
ingredients  of  the  standardized  food  par¬ 
enthetically  after  the  name  of  the  stand¬ 
ardized  food,  or  (2)  by  declaring  the  in¬ 
gredients  of  the  standardized  food  in 
their  own  order  of  predominance  in  the 
finished  food,  in  which  case  the  manda¬ 
tory  ingredients  of  the  standardized  food 
must  also  be  declared.  For  example,  mac¬ 
aroni  used  as  an  ingredient  in  another 
food  may  be  declared  in  its  order  of  pre¬ 
dominance  as  "macaroni  (seasoned  with 
onions  and  celery,  disodlian  phosphate 
added  for  quick  cooking)  ”,  or  all  ingre¬ 
dients  used  to  make  the  macaroni  may  be 
declared  in  their  order  of  predominance 
In  the  finished  food.  Where  future  modifi¬ 
cations  of  standards  are  promulgated  to 
require  label  declaration  of  additional 
optional  ingredients,  or  mandatory  in¬ 
gredients,  the  proposed  revision  of  9  1.10 
wotild,  without  further  modification,  also 
require  label  declaration  of  these  ingre¬ 
dients  regardless  of  which  alternative 
manner  of  label  declaration  of  ingre¬ 
dient  is  used. 

In  addition  to  the  provisions  concern¬ 
ing  the  label  declaration  of  ingredients 
in  standardized  food,  it  is  proposed  that 
ingredients  of  foods  for  which  there  are 
USDA  meat  and  poultry  standards  or 
for  which  common  or  usual  names  are 
established  in  21  cm  Part  102  may  be 
declared  in  the  same  manner,  except 
that  the  provision  with  respect  to  non- 
dedaration  of  mandatory  ingredients  in 
the  case  of  standardized  foods  is  not  ap- 
plicalde  for  USDA  standards  and  com¬ 
mon  or  usual  names  established  under 
Part  102. 

Breakfast  Sirups 

A  proposal  was  published  in  the  Fed¬ 
eral  Register  of  October  2.  1970  (35  FR 
15403) ,  to  establish  a  standard  of  iden¬ 
tity  for  table  sirups.  A  final  regulation, 
vriiich  will  govern  the  labeling  of  these 
foods,  is  published  elsewhere  in  this  issue 
of  the  Federal  Register.  Consequently, 
the  proposed  revision  of  9 1.10  omits 
the  requirement  concerning  such  sirups 
presently  found  in  paragraph  (d). 

Fats  and  Oils 

In  the  Federal  Register  of  June  15, 
1971  (35  FR  11521),  (he  Commissioner 
published  a  prop>osed  statement  of  pol¬ 
icy  on  ingredient  statements  regarding 
fats  and  oils.  Based  in  part  on  com¬ 
ments  received  in  re^?onse  to  that  pro¬ 
posal.  provisions  prescribing  the  manner 
of  label  declaration  for  fat  and  oil  in¬ 
gredients  in  foods  have  been  included  in 
the  proposed  revision  of  9  1.10.  The  Com¬ 
missioner  is  publishing  elsewhere  in 
this  issue  of  the  Federal  Register  a  no¬ 


tice  terminating  the  rule  making  pro¬ 
ceedings  begxm  by  the  June  15,  1971 
proposal. 

The  new  proposal  has  the  effect  of 
requiring  labeling  that  informs  the  con¬ 
sumer  of  the  identity  and,  in  many  cases, 
the  order  of  predominance  of  fat  and 
oil  ingredients  in  foods.  Consumers’  re¬ 
sponses  to  the  1971  proposal  showed  a 
unanimity  of  opinion  in  favor  of  the 
mandatory  declaration  of  the  source  of 
fat  on  all  foods  for  health  and  medical 
reasons,  in  addition  to  their  basic  right 
to  know  such  ingredients. 

This  proposal  would  require  the  spe¬ 
cific  name  of  fats  and/or  oils  to  appear 
in  the  ingredioit  listing  of  shortenings, 
blends  of  fats  and  oils,  and  in  foods  in 
which  fats  and  oils  are  used,  except  that 
a  strict  order  of  predominance  is  not 
required  for  each  fat  or  oil  in  foods  that 
are  not  solely  fats  and/or  oils  and  where 
fats  and/or  oils  are  not  the  predominant 
Ingredient  in  the  food. 

The  proposed  requirements  regarding 
fats  and  oils  are  not  an  imreasonable 
burden  on  manufacturers.  The  excep¬ 
tions  for  specifying  the  order  of  pre- 
dcnninance  will  permit  manufacturers 
reasonably  and  freely  to  shift  the  pro¬ 
portion  of  fat  sources  in  the  fabrication 
of  multi-ingredient  foods,  based  <m 
wholesale  market  price  fiuctuatlons, 
without  having  to  make  costly  changes 
in  labels.  Cemsumers  who  wish  to  avoid 
a  particular  fat  in  a  food  would  rarely,  if 
ever,  be  bmeflted  by  being  informed  that 
there  is  a  greater  quantity  present  of  one 
kind  of  fat  than  another. 

Since  this  proposal  requires  labeling 
that  Informs  the  consumer  of  the  identi¬ 
ty  of  the  fat  and  oil  ingredients  in  food, 
the  Commissltmer  proposes  to  resciniL 
at  the  time  Uie  final  order  is  published, 
the  opinions  expressed  in  trade  emre- 
spondicncea,  TC-62.  TC-94  and  TC-209 
(issued  February  15  and  21,  and 
March  21,  1940  respectively),  ’rc-62  has 
allowed  the  hardened  fat  or  oil  to  be 
declared  in  the  ingredients  statement  as 
such  without  naming  the  individual  ail 
beyond  its  vegetable,  animal  or  marine 
origin.  TC-94  has  allowed  various  short¬ 
enings  in  fabricated  foods  to  be  declared 
in  the  ingredients  statement  soldy  as 
“shortening:”  without  naming  each 
specific  fat  or  oil  when  the  particular 
shortening  cannot  always  be  predicted  in 
advance.  T(^209  has  allowed  vegetable 
oil  used  for  faring  potato  chips,  to  be 
declared  in  the  ingredients  statement  as 
“cooked  or  fried  in  vegetable  oil”. 

MtsLBADiNG  Vignettes 

Sectlcm  1.15(a)  (21  CFR  1.15(a)) 

states  that  “Among  representations  in 
the  labeling  of  a  food  which  render  such 
food  misbranded  is  a  false  or  misleading 
representation  with  respect  to  another 
food  or  a  drug,  device  or  cosmetic.”  In 
the  Federal  Register  of  Auguist  2,  1973 
(38  FR  30740),  the  CommlssiCHier  pro¬ 
mulgated  a  regulation  establishing  com¬ 
mon  or  usual  names  for  foods  packaged 
for  use  in  the  preparation  of  "main 
dishes”  or  “dinners”  (21  CFR  102.12). 
The  regulation  provides  that  any  vi¬ 
gnette  which  shows  any  food  or  charsc- 
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terizing  Ingredient(s)  or  component(s) 
not  Included  in  the  package  shall  be  ac¬ 
companied  either  (1)  by  an  appropriate 
informative  statement  that  additional 
characterizing  ingredient (s)  or  compo- 
nent(s)  must  be  added  and  which  names 
the  additional  characterizing  ingredi- 
ent(s)  or  component(s) ,  or  (2)  by  a  sep¬ 
arate  statement  specifying  the  food  or 
characterizing  ingredient  (s)  or  com¬ 
ponent  (s)  shown  in  the  vignette  but 
not  included  in  the  package. 

The  Cranmissioner  proposes  to  extend 
this  requirement  to  cover  all  foods  since 
it  is  recognized  that  to  require  this  la¬ 
beling  only  for  the  “dishes”  or  “dinners” 
specified  in  §  102.12  would  be  confusing 
and  misleading. 

The  Commissioner  also  proposes  to  re¬ 
voke  paragraph  (c)  of  S  102.12  If  the 
order  ruling  on  this  proposal  incorpo¬ 
rates  like  requirements  for  all  foods. 

Olivk  On.  Mixtures 

The  proposed  revision  of  §  1.10  would 
omit  the  example  given  in  present  para¬ 
graph  (d)  regarding  mixtures  of  cotton¬ 
seed  oil  and  olive  oil  containing  80  per¬ 
cent  or  more  of  the  cottonseed  oil.  In¬ 
stead,  the  Commissioner  proposes  to  es¬ 
tablish  a  common  or  usual  name  under 
Part  102  (21  CFR  Part  102)  for  mixtures 
of  edible  fat  or  oil  and  olive  oil,  which 
would  require  the  declaration  of  the  per¬ 
cent  of  olive  oil  in  any  such  mixture. 
Since  olive  oil  in  such  mixtures  is  a  char¬ 
acterizing  ingredient  which  has  a  ma¬ 
terial  bearing  on  price  and  consumer 
acceptance  of  such  mixtiu^,  as  set  forth 
in  21  CFR  102.1(b).  the  Commissioner 
believes  it  appropriate  to  establish  a 
common  or  usual  name  for  such  mixtures 
which  includes  the  percent  of  olive  oil. 

Therefore,  in  accordance  with  the  pro¬ 
visions  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  (secs.  201(n),  403,  701(a), 
52  Stat.  1041, 1047  as  amended,  1055  (21 
U.S.C.  321  (n),  343,  371(a)))  and  under 
authority  delegate  to  him  (21  CFR 
2.120),  the  Commissioner  of  Food  and 
Drugs  proposes  to  amend  Chapter  I  of 
Title  21  of  the  Code  of  Federal  Regula¬ 
tions  as  follows: 

1.  Part  1  is  amended: 

a.  By  adding  a  new  paragraph  (f)  to 
S  1.8  to  read  as  follows: 

S  1.8  Food  in  package  form,  labeling; 
identity. 

•  •  •  •  • 

(f )  A  label  may  be  required  to  bear  the 
percentage<s)  of  a  characterizing  Ingre- 
dlent(s)  or  information  concerning  the 
presence  or  absence  of  an  ingredient  (s) 
or  the  need  to  add  an  ingredient(s)  as 
part  of  the  common  or  usual  name  of  the 
food  pursuant  to  Subpart  B  of  Part  102 
of  this  chapter. 

b.  By  revising  S  1.10  to  read  as  follows: 

§  1.10  Food;  labeling;  designation  of 
ingredients. 

(a)  Ingredients  required  by  section 
403(i)(2)  of  the  act  to  be  declared  on 
the  label  of  a  food,  except  those  ex¬ 
empted  by  8  1.10a,  shall  be  listed  by  com¬ 
mon  (»:  usual  name  in  descending  order 
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of  predominance  by  weight  on  either  the 
principal  display  panel  or  the  informa¬ 
tion  panel  in  accordance  with  the  provi¬ 
sions  of  8  l-8d. 

(b)  The  name  of  an  ingredient  shall 
be  a  specific  name  and  not  a  collective 
(generic)  name,  except  that: 

(1)  Spices,  flavorings,  colorings  and 
chemical  preservatives  shall  be  declared 
according  to  the  provisions  of  §  1.12. 

(2)  An  ingredient  which  itself  con¬ 
tains  two  or  more  ingredients  and  which 
has  an  established  common  or  usual 
name,  conforms  to  a  standard  estab¬ 
lished  piusuant  to  the  Meat  Inspection 
or  Poultry  Products  Inspection  Acts  by 
the  U.S.  Department  of  Agriculture,  or 
conforms  to  a  definition  and  standard 
of  identity  established  pursuant  to  sec¬ 
tion  401  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  shall  be  designated  in  the 
statement  of  ingredients  on  the  label  of 
such  food  by  either  of  the  following 
alternatives: 

(1)  By  declaring  the  established  com¬ 
mon  or  usual  name  of  the  ingredient 
followed  by  a  parenthetical  listing  of  all 
ingredients  contained  therein  in  de¬ 
scending  order  of  predominance  except 
that,  if  the  ingredient  is  a  food  subject 
to  a  definiticm  and  standard  of  identity 
established  in  Subchapter  B  of  this  chap¬ 
ter,  only  the  ingredients  required  to  be 
declared  by  the  definition  and  standard 
of  identity  need  be  listed;  or 

(ii)  By  Incorporating  into  the  state¬ 
ment  of  ingredients  in  descending  order 
of  predominance  in  the  finished  food,  the 
common  or  usual  name  of  every  compo¬ 
nent  of  the  ingredient  without  listing  the 
ingredient  itself. 

(3)  Skim  milk,  concentrated  skim 
milk,  and  nonfat  dry  milk  may  be  de¬ 
clare  as  “skim  milk”. 

(4)  Milk,  concentrated  milk,  and  dried 
milk  may  be  declared  as  “milk”. 

(5)  Bacterial  cultures  may  be  declared 
by  the  word  “cultured”  followed  by  the 
name  of  the  substrate,  e.g.,  “made  from 
cultured  skim  milk  or  cultiured  butter¬ 
milk”. 

(6)  Sweetcream  buttermilk,  concen¬ 
trated  sweetoream  buttermilk,  and  dried 
sweetcream  buttermilk  may  be  declared 
as  “buttermilk". 

(7)  Cheese  whey,  concentrated  cheese 
whey,  and  dried  (^eese  whey  may  be 
declared  as  “whey”. 

(8)  C^ream,  dried  cream,  and  plastic 
cream  (sometimes  known  as  concen¬ 
trated  milk  fat)  may  be  declared  as 
“cream”. 

(9)  Butteroil  and  anhydrous  butterfat 
may  be  declared  as  “butter”. 

(10)  Dried  whole  eggs,  frozen  whole 
eggs,  and  liquid  whole  eggs  may  be 
declared  as  “eggs”. 

(11)  Dried  egg  whites,  frozen  egg 
whites  and  liquid  egg  whites  may  be 
declared  as  “egg  whites”. 

(12)  Dried  egg  yolks,  frozen  egg  yolks, 
and  liquid  egg  yolks  may  be  declared  as 
“egg  yolks”. 

(13)  An  animal  feed  may  be  declared 
by  a  collective  name  listed  in  8  1.16  if  it 
is  a  livestock  or  poultry  feed  within  the 
meaning  of  sec.  201  (z)  of  the  act  and 


meets  the  requirements  for  the  use  of  a 
collective  name  as  prescribed  in  8  1.16  for 
certain  feed  ingredients. 

(14)  Sugar  (sucrose)  shall  be  declared 
as  “sugar”,  and  invert  sugar  may  be 
declared  as  “sugar”. 

(15)  Sweeteners  derived  from  com 
may  be  declared  as  “com  sweeteners”. 

(16)  Each  individual  fat  and/or  oil 
ingredient  shall  be  declared  by  its  specific 
common  or  usual  name  (e.g.,  “beef  fat”, 
“cottonseed  oil”)  in  its  order  of  pre¬ 
dominance  in  the  food  except  that  blends 
of  fats  and/or  oils  may  be  designated  in 
their  order  of  predominance  in  the  food 

as  “ - shortening”  or  “blend 

of - oils”,  the  blank  to  be 

filled  in  with  the  word  “vegetable”, 
“animal”,  “marine",  with  or  without  the 
terms  “fat”  or  “oils”,  or  combination  of 
these,  whichever  is  applicable  if,  im¬ 
mediately  following  the  term,  the  com¬ 
mon  or  usual  names  of  the  individual 
vegetable,  animal,  or  marine  fat  or  oil  is 
given  in  parentheses,  e.g.,  “vegetable  oil 
shortening  (soybean  and  cottonseed 
oil)”.  For  products  which  are  blends  of 
fats  and/or  oils  and  for  foods  in  which 
fats  and/or  oils  are  the  predominant  in¬ 
gredient,  the  listing  of  the  common  or 
usual  names  of  such  fats  and/or  oils  in 
parentheses  shall  be  in  descending  order 
of  predominance.  In  all  other  foods  in 
which  a  blend  of  fats  and/or  oils  is  used 
as  an  ingredient,  the  listing  of  the  com¬ 
mon  or  usual  names  in  parentheses  need 
not  be  in  descending  order  of  pre¬ 
dominance  if  the  manufactmer.  because 
of  the  use  of  varying  mixtures,  is  unable 
to  adhere  to  a  constant  pattern  of  fats 
and/or  oils  in  the  product.  If  the  fat  or 
oil  is  partially  or  completely  hydro¬ 
genated,  the  name  shall  include  the  term 
“hydrogenated”. 

(17)  Vinegar  (cider  vinegar,  apple 
vinegar),  wine  vinegar  (grape  vinegar), 
malt  vinegar,  sugar  vinegar,  glucose 
vinegar,  and  spirit  vinegar  (distilled 
vinegar,  grain  vinegar)  may  be  declared 
as  “vinegar”. 

(18)  When  the  ingredients  of  a  cereal 
Hour  product  are  declared,  the  principal 
ingredient  shall  be  declared  by  the 
name(s)  specified  in  88  15.1,  15.40,  15.80 
and  15.100  of  this  chapter,  i.e.,  the  first 
ingredient  designated  in  the  ingredient 
list  of  fiour,  or  bromated  fiour,  or  en¬ 
riched  fiour,  or  self-rising  fiour  is  “fiour”, 
“white  fiour”,  “wheat  flour”,  or  “plain 
flour”;  the  first  ingredient  designated  in 
the  ingredient  list  of  “durum  flour”  is 
“durum  flour”;  the  first  ingredient  desig¬ 
nated  in  the  ingredient  list  of  whole 
wheat  flour,  or  bromated  whole  wheat 
flour  is  “whole  wheat  flour”,  “graham 
flour”,  of  “entire  wheat  flour”;  and  the 
first  ingredient  designated  in  the  in¬ 
gredient  list  of  whole  durum  wheat  flour 
is  “whole  durum  wheat  flour". 

c.  By  adding  the  following  new  section: 

§  1.10b  Petitions  requesting  exemptions 
from  or  special  requirements  for 
label  declaration  of  ingredients. 

The  Commissioner  of  Food  and  Drugs, 
either  on  his  own  initiative  or  on  behalf 
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of  any  Interested  person  who  has  sub> 
mitted  a  petition,  may  publish  a  proposal 
to  amend  §  1.10  to  specify  the  manner  in 
which  an  Ingredient(s)  shall  be  declared, 
i.e.,  by  specific  or  class  name,  or  §  1.10a  to 
exempt  an  ingredient(s)  from  the  re¬ 
quirements  for  label  declaration.  Any 
such  petition  shall  include  an  adequate 
factual  basis  to  support  the  petition, 
shall  be  in  the  form  set  forth  in  §  2.65  of 
this  chapter  and  will  be  published  for 
comment  if  it  contains  reasonable 
grounds  in  support  of  the  proposed 
amendment. 

d.  By  adding  a  new  paragraph  (d)  to 
§  1.15  as  follows: 

§  1.15  Food;  labeling;  misbranding. 

*  •  •  •  • 

(d)  A  vignette  in  the  labeling  of  a  food 
that  depicts  any  food(s) ,  characterizing 
ingredient (s),  or  componoitCs)  not  In¬ 
cluded  in  the  food  package  shall  be  ac¬ 
companied  either: 

(1)  By  an  appropriate  Informative 
statement  declaring  that  an  additional 
food(s).  characterizing  ingredient! s),  or 
oomponent(s)  must  be  added  by  the  user, 
and  specifsdng  the  additional  food(s), 
characterizing  ingredlent(s) ,  or  compo- 
nent(s)  which  must  be  added,  e.g.,  “you 

must  add _ to  complete  this  meal”, 

the  blank  to  be  filled  in  with  the  naiUe(s) 
of  the  additional  food(s) ,  characterizing 
ingredientis) ,  or  component(s)  depicted 
but  not  present  in  the  package;  or 

<2)  By  a  statement  specifying  the 
food(s) .  characterizing  ingredient(s) ,  or 
componentis)  shown  in  the  vignette  but 
not  included  in  the  package,  e.g.,  “pack¬ 
age  does  not  contain _ “,  the  blsmk  to 

be  filled  in  with  the  name(s)  of  the 
food(s),  characterizing  Ingredlent(s) ,  or 
eainponent(s)  depicted  but  not  present 
in  the  package. 

(3)  The  statements  required  by  this 
paragraph  shall  appear  in  an  easily  legi¬ 
ble  boldface  print  or  tsq^e  and  in  a  height 
not  less  than  one-sixterath  inch  on  pack¬ 
ages  having  a  pxincipal  display  panri 
with  an  area  of  5  square  Inches  or  less 
and  not  leas  than  one-eighth  inch  if  the 
area  of  the  principal  dlwlay  panel  is 
greater  than  5  square  inches. 

2.  Part  102  is  amended; 

§  102.12  [Amended] 

a.  By  revoking  and  reserving  para¬ 
graph  (c)  of  S  102.12. 

b.  By  adding  the  following  new  sec¬ 
tion: 

§  102.19  Mixtures  o{  ediUe  fat  or  o3 
and  olive  oiL 

The  common  or  usual  name  of  a  mix¬ 
ture  of  edible  fats  and  oils  containing 
less  than  100  percent  and  more  than  0 
percent  olive  oil  shall  be  as  follows: 

(a)  A  descriptive  name  for  the  prod¬ 
uct  meeting  the  requirements  of 
§  102.1  <B),  e.g.,  “cottonseed  oil  and  olive 
oil“  or  another  descriptive  phrase,  and 
which  lists  an  the  fats  and  oils  contained 
in  the  product  in  descending  order  of 
predtuninanoe,  and 

(b)  When  the  label  bears  any  repre¬ 
sentation,  other  than  in  the  ingredient 


listing,  of  the  presence  of  olive  oil  in  the 
mixture,  the  descriptive  name  shall  be 
followed  by  a  statement  of  the  percent 
of  olive  oil  contained  in  the  product  in 
the  manner  set  forth  in  S  102.1(b)  (2). 

Interested  persons  may,  on  or  before 
August  13,  1974,  file  with  the  Hearing 
Clerk,  Pood  and  Drug  Administration. 
Rm.  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated:  Jime  7, 1974. 

A.  M.  ScHMmr, 

Commissioner  of  Food  and  Drugs. 

[PB  Doc.74-13467  Piled  6-13-74:8:45  ami 


[21  CFRPartS] 

INGREDIENT  STATEMENTS  REGARDING 

FATS  AND  OILS  IN  FOOD  FOR  HUMAN 

CONSUMPTION 

Withdrawal  of  Proposal  and  Termination  of 
Rule  Making  Proceeding 

In  the  Fedsral  Registeb  of  June  15. 
1971  (36  FR  11521),  the  Commissioner 
of  Food  and  Drugs  proposed  to  establish 
a  statement  of  policy  on  ingredient  state¬ 
ments  regarding  fats  and  oUs. 

Published  elsewhere  in  this  issue  of  the 
Federai.  Register  is  a  proposed  regula¬ 
tion  regarding  label  declaration  of  in¬ 
gredients  in  foods  (including  fats  and 
oUs).  This  proposal  includes  essentially 
all  of  the  provisions  of  the  statemait  of 
policy  regarding  fats  and  oils  proposed 
on  June  15,  1971. 

Accordingly,  the  Commissioner  hereby 
withdraws  the  proposal  published  on 
June  15.  1971  and  terminates  the  rule 
making  proceeding  begim  by  that  pro¬ 
posal. 

This  action  is  taken  piusuant  to  pro¬ 
visions  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act  (secs.  403(1).  701(a),  52 
Stat.  1048.  1055  (21  UB.C.  343(1),  371 
(a) ) )  and  under  authority  delegate  to 
the  Commissioner  (21  CFR  2.120). 

Dated:  June  7.  1974. 

Commis^oner  of  Food  and  Drugs. 

A.  M.  Schmidt, 

[PR  Do«.7a-ia479  Piled  6-13-74:8:45  am] 


[21  CFR  Part  15] 

CEREAL  FLOURS  AND  RELATED 
PRODUCTS 

Proposed  Improvement  of  Nutrient  Levels 
of  Enriclied  Farina 

A  notice  of  proposed  rule  making  was 
published  in  the  Federal  Register  of 
December  3, 1971  (36  FR  23074) ,  in  irtiich 
the  Commissioner  of  Food  and  Drugs, 
on  his  own  initiative,  proposed  that  the 
identity  standards  for  enriched  flour  (21 
(7FR  15.10),  enriched  self-rising  flour 
(21  CFR  15.60).  enriched  farina  (21  CFR 
15.140), and  enriched  bread,  rolls,  or  buns 
(21  CFR  17.2)  be  amended  to  improve  the 
nutrient  levels,  with  particular  reference 
to  increasing  the  amount  of  iron.  A  final 


(Mrder  ruling  on  that  portion  of  the  pro- 
poaal  which  pertains  to  §§  15.10,  15.60, 
and  17.2  apiieared  in  the  Federal  Reg¬ 
ister  of  October  15,  1973  (38  FR  28558). 
As  discussed  below,  the  Commissioner 
concludes  that  a  revised  proposal  should 
be  Issued  concerning  nutrient  levels  in 
enriched  farina. 

In  comments  filed  in  response  to  the 
proposal  pviblished  in  the  Federal  Reg¬ 
ister  on  December  3. 1971  (36  FR  23074) , 
the  Committee  on  Nutrition  of  the  Amer¬ 
ican  Academy  of  Pediatrics,  one  com¬ 
pany,  and  several  professionals  expressed 
the  view  that  farina  is  consumed  almost 
entirely  as  a  breakfast  cereal  and  that 
its  use  is  not  comparable  to  that  of  flour 
and  bread.  The  (Commissioner  finds  the 
suggestion  that  enriched  farina  should 
be  considered  a  breakfast  cereal  reason¬ 
able,  and  has  develop>ed  a  new  proposal 
for  enriched  farina  so  that  fortification 
of  this  product  will  be  consistent  with 
similar  breakfast  cereals. 

The  Committee  on  Food  Standards  and 
Fortification  Policy  of  the  National  Acad- 
«ny  of  Sciences/National  Research 
Coimcil  (the  NAS/NRC  Committee)  has 
submitted  a  recommendation  on  fortified 
breakfast  cereals  to  the  Commissioner. 
A  copy  of  this  report  is  on  public  display 
in  the  office  of  the  Hearing  CHerk,  Food 
and  Drug  Administration,  Rm.  6-86,  5600 
Fishers  Lane,  Rockville,  MD  20852.  The 
NAS/NRC  Committee  recommendation 
has  been  used  to  develop  the  revised  pro¬ 
posal  on  enriched  farina.  Separate  pro¬ 
posed  nutritional  quality  guidelines  for 
fortified  hot  breakfast  cereals  and  forti¬ 
fied  ready-to-eat  breakfast  cereals  are 
published  elsewhere  in  this  issue  of  the 
Federal  Register. 

Since  a  serving  of  breakfast  cereal  such 
as  farina  is  commonly  considered  to  be 
one  ounce,  the  proposal  states  the 
amoimts  of  vitamins  and  minerals  that 
must  be  present  on  a  per-ounce  basis, 
rather  than  listing  the  nutrient  content 
requirements  in  milligrams  per  poimd  as 
in  enriched  flour. 

The  NAS/NRC  Committee  recom¬ 
mended  25  percent  of  a  mean  Recom¬ 
mended  Dally  Dietary  Allowance  for  thi¬ 
amine,  niacin,  and  iron  and  15  percent 
for  riboflavin  and  calcium  in  one  ounce 
of  breakfast  cereals.  The  Commissioner 
concurs  with  the  principle  of  this  rec¬ 
ommendation  except  as  to  iron.  It  ap¬ 
pears  that  enriched  farina  is  consumed 
by  children  up  to  12  years  of  age  and 
by  people  over  the  age  of  65  years  to  a 
greater  extent  than  by  other  segments 
of  the  population,  and  that  members  of 
both  of  these  age  groups  may  be  par¬ 
ticularly  vulnerable  to  dietary  inadequa¬ 
cies  of  Iron.  Accordingly,  the  Commis¬ 
sioner  concludes  that  the  proposal  should 
provide  for  a  level  of  iron  moderately 
higher  than  the  NAS/NRC  Committee’s 
recommendation ,  and  thus  the  proposal 
speclfles  an  iron  level  of  8.1  milligrams 
per  ounce  (45  percent  of  the  U.S.  RDA) . 

The  present  open-ended  requirement 
for  iron  in  enriched  farina  raises  prob¬ 
lems  of  possible  over-enrichment.  Pre¬ 
vious  observations  have  suggested  that, 
with  regard  to  foods  where  a  range  is 
permitted  for  enrichment  Ingredients, 
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some  producers  tend  to  aim  for  the  mlni> 
mum  while  others  add  the  maximum 
amount  and  make  imwarranted  repre> 
sentaticms  that  their  product  is  more 
nutritious.  Accordingly,  the  Commis¬ 
sioner  considers  the  establishment  of 
single  level  requirement  for  iron,  as  well 
as  for  all  other  added  nutrients,  to  be 
the  most  desirable  approach. 

Calcium  is  listed  as  an  (H)tional  nutri¬ 
ent  in  the  existing  enriched  farina 
standard,  §  15.140  (21  CFR  15.140).  The 
NAS/NRC  Committee  concluded  that 
there  is  sufBcient  evidence  of  possible  de¬ 
ficiencies  of  dietary  calcium  that  this 
nutrient  should  be  listed  as  a  mandatory 
ingredient,  and  the  Commissioner  knows 
of  no  reason  why  enriched  farina  will 
not  serve  as  efficiently  as  a  calclxim  car¬ 
rier  as  do  other  cereals.  The  NAS/NRC 
Committee  pointed  out  that  there  prob¬ 
ably  is  an  excess  of  phosphorus  in  the 
American  diet.  Cereal  grains  commonly 
contain  appreciable  amounts  of  phos¬ 
phorus;  therefcwe,  phosphorus  was  not 
included  in  the  list  of  nutrients.  The  pro¬ 
posal  to  make  calcium  mandatory  is  an 
attempt  to  establish  a  desirable  calcium- 
to-phosphorus  ratio  in  light  of  the 
naturally  occurring  phosphorus  in  fa¬ 
rina  and  the  possibility  of  phosphate 
being  added  as  a  “quick  cooking”  agent. 

If  the  proposal  is  adopted,  vitamin  D 
will  no  longer  be  a  permissible  nutrient 
for  enriched  farina.  TTie  NAS/NRC  Com¬ 
mittee  did  not  recommend  vitamin  D  en¬ 
richment  in  a  cereal  product  and  the 
Commissioner  agrees  that  cereals  gen¬ 
erally  are  not  suitable  vehicles  for  vita¬ 
min  D,  especially  since  the  milk  with 
which  enriched  farina  and  other  cereals 
are  often  eaten  is  a  common  and  useful 
carrier  of  vitamin  D. 

The  proposal  does  not  permit  niacin 
equivalents  derived  from  tryptophan  to 
be  included  in  the  total  niacin  content. 
The  discussion  of  this  subject  in  the  pre¬ 
amble  to  the  order  amending  the  stand¬ 
ards  for  enriched  fiour  and  bread,  pub¬ 
lished  in  the  Federal  Register  of  Oc¬ 
tober  15, 1973  (38  FR  28558) ,  applies  also 
to  enriched  farina. 

The  Commissioner  also  proposes  that 
the  standard  be  amended  to  permit  the 
use  of  any  safe  and  suitable  ingredients 
that  are  functionally  effective  for  reduc¬ 
ing  the  cooking  time  of  enriched  farina 
with  impropriate  label  declaration  when 
such  substances  are  used.  It  is  also  pro¬ 
posed  that  any  safe  and  suitable  sub¬ 
stances  may  be  used  to  supply  the  pre¬ 
scribed  quantity  of  vitamins  and  min¬ 
erals  required  by  the  standard  for  en¬ 
riched  farina. 

Pursuant  to  21  CFR  3.88,  standards  of 
identity  are  being  amended  to  require 
label  declaration  of  optional  ingredients. 
An  order  amending  the  standards  to  re¬ 
quire  mandatory  label  declaratitm  of  <h>- 
tional  ingredients  in  wheat  flour  and  re¬ 
lated  products  including  enriched  farina 
was  published  In  the  Federal  Registss 
of  November  28, 1973  (38  FR  32787) .  The 
requirement  appears  in  the  revision  pro- 
po^  below. 


Iherefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  401,  701,  52  Stat.  1046,  1055- 
1056,  as  amended  by  70  Stat.  919  and  72 
Stat.  948  (21  U.S.C.  341,  371) )  and  under 
authority  delegated  to  the  Commissioner 
(21  CFR  2.120),  it  is  proposed  that  Part 
15  be  ammded  by  revli^g  §  15.140  to 
read  as  follows; 

§  15.140  Enriched  farina;  identily;  la> 
bel  statement  of  optional  ingredients. 

(a)  Enriched  farina  conforms  to  the 
definition  and  standard  of  identity  pre¬ 
scribed  for  farina  by  S  15.130,  except 
that: 

(1)  It  contains  in  each  ounce,  calcu¬ 
lated  to  a  15  percent  moisture  basis,  0.38 
milligram  of  thiamine,  0.26  milligram  of 
riboflavin,  5.0  milligrams  of  niacin,  8.1 
milligrams  of  iron,  and  150  milligrams  of 
calcium. 

(2)  The  prescribed  quantity  of  the 
vitamins  and  minerals  referred  to  In 
paragraph  (1)  of  this  section  may  be 
supplied  by  any  safe  and  suitable  sub¬ 
stances.  Niacin  equivalents  as  derived 
from  tryptophan  shall  not  be  used  la  de¬ 
termining  total  niacin  content. 

(b)  It  may  contain  not  more  than  8 
percent  by  weight  of  wheat  germ  or 
partly  defatted  wheat  germ. 

(c)  It  may  contain  or  be  treated  with 
safe  and  suitable  substances  for  re¬ 
ducing  the  cooking  time,  provided  ttiat 
the  moisture  limit  prescribed  by  para¬ 
graph  (a)  of  §  15.130  is  adhered  to. 

(d)  In  determining  whether  the  ash 
content  complies  with  the  requirement 
of  this  section,  ash  resulting  from  iron, 
iron  salts,  and  calcium  salts  and  from 
any  added  substance  provided  for  in 
paragraphs  (c)  and  (d>  of  this  section 
shall  not  be  included  in  computing  ash 
content. 

(e)  All  Ingredients  from  which  the 
food  is  fabricated  shall  be  safe  and  suit¬ 
able. 

(f) (1)  When  cooking  aids  are  added, 

the  name  of  the  food  shall  be  immedi¬ 
ately  preceded  or  followed  by  the  state¬ 
ment  “ -  added  for  quick 

cooking”,  the  blank  being  filled  in  with 
the  name  of  the  ingredient  used,  or 
“enzyme-treated  for  quicker  cooking”  as 
appropriate. 

(2)  All  optional  Ingredients  used  shall 
be  declared  on  the  label  as  required  by 
the  applicable  sections  of  Part  1  of  this 
chapter. 

Interested  persons  may,  on  or  before 
August  13,  1974,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-86,  5600  Fishers  Lane,  Rockville. 
MD  20852,  written  comments  (preferably 
in  quintupllcate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated:  June  7,  1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 
(FR  Doc.74-13471  PUed  e-13-74;8:45  am] 


[21  CFR  Parts  15,102] 

COMMON  OR  USUAL  NAME  FOR  PLANT 
PROTEIN  PRODUCTS;  WITHDRAWAL  OF 
TEXTURED  PROTEIN  PRODUCTS  PRO¬ 
POSAL 

Notice  of  Proposed  Rule  Making 

In  the  Federal  Register  of  December 
5,  1970  (35  FR  18530),  the  Commissioner 
of  Food  and  Drugs  in  response  to  a  peti¬ 
tion  filed  jointly  by  Archer  Daniels  Mid¬ 
land  Co.,  Post  Office  Box  1470,  Decatur, 
IL  62525,  and  General  Mills,  Inc.,  9200 
Wayzata  Boulevard.  Minneapolis.  MN 
55440,  proposed  that  a  definition  and 
standard  of  identity  be  established  for  a 
class  of  foods  to  be  known  as  “Textured 
Protein  Products”  prepared  from  vege¬ 
table  protein  and  other  ingredients.  ITiis 
standard  of  identity  was  to  he  added  to 
Part  15 — Cereal  Flours  and  Related 
Products  under  a  new  Subpart  D — Tex¬ 
tured  Protein  Products. 

Thirty-six  Individuals  and  organiza¬ 
tions  commented  on  the  proposed  stand¬ 
ard  of  identity  for  textured  protein  prod¬ 
ucts.  Thirty  letters  came  from  manu¬ 
facturers  and  distributors  of  foods.  Two 
were  received  from  individuals.  Fomr  gov¬ 
ernment  agencies  (Federal,  State,  local) 
responded  to  the  proposed  standard.  The 
Commissioner  has  evaluated  all  of  the 
comments. 

Ten  of  the  respondents  supported  the 
proposal  in  its  entirely.  The  reasons 
given  for  support  of  the  proposal  were: 
(a)  The  standard  would  benefit  both 
food  processors  and  consumers;  (b)  it 
would  create  assurances  that  desired  nu¬ 
tritional  values  are  maintained;  (c)  it 
would  assist  hi  standardizing  labeling  of 
foods  containing  textured  protein;  and 
(d)  it  would  enable  the  development  of 
new  protein-containing  foods  at  a  time 
of  worldwide  concern  about  an  adequate 
protein  supply. 

Several  comments  suggested  that  no 
standard  of  Identity  for  textured  protein 
products  be  adopted  at  this  time.  Rea¬ 
sons  given  in  support  of  this  view  in¬ 
cluded:  (a)  The  manufacture  and  use  of 
cereal  and  vegetable  protein  products  is 
rapidly  expanding,  and  establishing  a 
ri^d  standard  (ff  identity  would  restrict 
the  development  of  new  technology;  (b) 
guidelines  should  be  published  with  re¬ 
spect  to  the  nutritional  quality  of  the 
products  instead  of  establishing  a  stand¬ 
ard  of  Identity;  and  (c)  the  proposal  is 
so  loosely  drawn  that  it  would  give  man¬ 
ufacturers  free  rein  on  product  labeling. 

The  Commissioner  recognizes  that  in 
the  time  since  the  proposal  was  published 
there  has  been  a  tremendous  increase  in 
the  use  of  vegetable  fiours  and  of  protein 
products  derived  from  them  in  new  food 
substances,  and  that  the  technology  of 
these  foods  is  still  In  a  very  active  stage 
of  development.  In  view  of  this  and  the 
fact  that  consiuner  recognition  and  un¬ 
derstanding  of  these  foods  is  only  Just 
beginning,  the  Commissioner  now  be¬ 
lieves  that,  in  lieu  of  the  proposed  stand¬ 
ard  of  identity,  common  or  usual  names 
should  be  established  for  plant  protein 
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products  used  as  extenders  and  replace¬ 
ments  for  major  protein  foods. 

Therefore,  the  Commissioner  is  ter¬ 
minating  action  on  the  proposed  defini¬ 
tion  and  standard  of  identity  published 
December  5,  1970  (35  FR  18530),  and  as 
set  forth  below,  is  publishing  a  proposal 
to  establish  common  or  usual  names  for 
the  class  of  protein  foods  prepared  pre¬ 
dominantly  from  cereal  and  vegetable 
products  and  used  as  extenders  or  re¬ 
placements  for  meat,  seafood,  poultry, 
eggs,  or  cheese. 

The  Commissioner  concludes  that 
there  are  three  subclasses  of  plant  pro¬ 
tein  products  used  as  extenders  or  re¬ 
placements  for  major  animal  protein 
sources  that  should  be  distinguished  by 
common  or  usual  names.  Each  of  these 
subclasses  is  distinguished  by  the  ratio 
of  protein  to  other  material  present  in 
the  product,  and  because  this  ratio  af¬ 
fects  the  product’s  taste  and  other  physi¬ 
cal  characteristics,  the  Commissioner  be¬ 
lieves  that  consumers  are  misled  if  they 
are  not  informed  of  those  differences. 
ITie  proposed  divisions  between  the  sub¬ 
classes  take  into  account  the  manufac¬ 
turing  processes  employed,  and  the  com¬ 
mon  or  usual  names  proposed  are  similar 
to  the  names  presently  employed  in  the 
industry  to  identify  the  three  subclasses. 
The  three  types  of  plant  protein  products 
used  as  extenders  or  replacements  are 
as  follows: 

a.  A  product  that  is  principally  the 
unmodified  or  only  shghtly  modified 
cereal  grain  or  vegetable  product.  Such 
slightly  modified  products  have  protein 
contents  less  than  65  percent  by  weight 
on  a  moisture-free  basis.  They  include 
cereal  or  vegetable  fiours  and  granular 
products  which  have  been  defatted,  de¬ 
hydrated,  and  physically  changed,  e.g., 
ground  or  extruded,  but  which  retain 
most  of  the  chemictd  properties  of  the 
source  plant.  The  common  or  usual  name 
of  plant  protein  products  used  as  ex¬ 
tenders  or  replacements  that  contain  less 
than  65  percent  protein  on  a  moisture- 
free  basis  is  proposed  to  be  the  name(s) 
of  the  8oiuxe(s)  and  a  term  which  ac¬ 
curately  describes  the  physical  form  of 
such  product,  e.g.,  “soy  fiour”  or  “soy 
granules’*. 

The  Commissioner  concludes  that  the 
source  of  the  protein  mvist  be  identified 
because  of  the  chemical  differences  be¬ 
tween  vegetable  sources. 

b.  A  product  in  which  some  of  the  non¬ 

protein  components  of  the  basic  plant 
sovirce  have  been  eliminated.  Such  a 
product  has  a  protein  content  between 
65  and  90  percent  by  weight  and  is  fre¬ 
quently  referred  to  in  the  trade  as  a 
“concentrate.”  This  term  is  appropriate 
since  the  processing  (extraction,  wash¬ 
ing,  etc.)  has  concentrated  the  protein 
component  by  eliminating  part  of  the 
fiber,  carbohydrate,  and  mineral  content 
of  the  source.  The  common  or  usual 
name  of  plant  protein  products  used  as 
extenders  or  replacements  that  contain 
at  least  65  percent  but  less  than  90  per¬ 
cent  on  a  moisture-free  basis  is  pro¬ 
posed  to  be  “ _ protein  concentrate”, 

the  blank  to  be  filled  in  with  the  name(s) 


of  the  source(s) .  The  general  terms  “ce¬ 
real”,  “vegetable”,  or  “plant”  may  be 
used  if  the  protein  concentrate  is  derived 
from  more  than  two  sources. 

c.  A  product  having  a  protein  content 
of  at  least  90  percent.  These  plant  pro¬ 
tein  products,  which  are  frequently  al¬ 
most  pure  protein,  are  prepared  by  dis¬ 
solving  protein  from  source  material  and 
recovering  the  protein  in  essentially  pure 
form  from  solution,  hence  the  industry 
term  “isolate.”  Identification  of  source 
plants  in  the  common  or  usual  name  is 
optional  since  isolates  have  fewer  of  the 
chemical  properties  of  the  source.  The 
common  or  usual  name  of  a  plant  pro¬ 
tein  product  used  as  an  extender  or  re¬ 
placement  that  contains  at  least  90  per¬ 
cent  protein  on  a  moisture-free  basis  is 

proposed  to  be  “ _ protein  isolate”,  the 

blank  to  be  filled  in  with  the  specific 
name  of  the  source  or  with  the  term 
“vegetable”,  “cereal”,  or  “plant”. 

The  Commissioner  recognizes  that 
many  plant  protein  product  extenders 
and  replacements  consist  of  a  mixture  of 
plant  protein  product  components.  The 
common  or  usual  names  for  such  mix¬ 
tures  would  ordinarily  consist  of  the 
common  or  usual  name  of  each  com¬ 
ponent.  To  avoid  names  which  are  so 
long  and  complex  as  to  be  cumbersome 
and  confusing,  in  the  proposed  rules  the 
name  of  a  mixtiure  may  Include  the 
term  “plant  protein  product”  when  the 
mixture  consists  of  three  or  more  plant 
protein  product  components,  as  follows: 

a.  When  the  mixture  consists  of  pro¬ 
tein  concentrate  (s)  and  protein  iso- 
late(s) ,  the  term  “plant  protein  product” 
may  be  used  alone  or  with  terms  which 
accurately  describe  the  physical  form  of 
the  mixture,  e.g.,  “granules”  or  “bits”. 

b.  When  the  mixture  consists  of  a 
product  with  a  protein  content  less  than 
65  percent  as  well  as  protein  concen- 
trate(s)  and  protein  isolate(s),  the  des¬ 
ignation  may  be  “plant  protein  product 

and _ ”  or  “ _ and  plant  protein 

product”,  whichever  reflects  the  descend¬ 
ing  order  of  predominance.  The  blank  is 
to  be  filled  in  with  the  common  or  usual 
name  of  the  oUier  component(s)  except 
that  the  term  “vegetable”,  “cereal”,  or 
“plant”  may  be  used  in  place  of  the  name 
of  the  source  plant  in  that  name  when 
there  is  more  than  one  source  involved, 
e.g.,  “vegetable  fiours  and  plant  protein 
product”.  The  designation  may  be  used 
alone  or  with  terms  which  accurately  de¬ 
scribe  the  physical  form  of  the  mixture. 

The  Commissioner  recognizes  that 
most  of  the  plant  protein  products  used 
to  extend  or  replace  meat,  seafood, 
poultry,  eggs,  or  cheese  are  processed  to 
produce  acceptable  physical  character¬ 
istics  and  that  terms  such  as  “texturized” 
and  “textured”  have  been  used  as  part  of 
the  names  for  these  foods.  The  proposal 
permits  the  use  of  such  qualifying  words 
with  any  of  these  products  as  long  as 
they  accurately  describe  the  product  and 
do  not  mislead  the  consumer. 

In  a  change  from  the  1970  proposal, 
this  proposal  is  not  limited  to  certain 
vegetable  protein  sources.  Comments  to 
the  1970  proposal  were  concerned  that 
pirotein  sources  such  as  com,  mustard 


seed,  barley,  rice,  and  rapeseed  were  not 
permitted.  'Hie  vegetable  protein  sources 
originally  proposed  were  those  either  in 
use  or  for  which  sufficient  developmental 
work  had  demonstrated  that  they  were 
suitable  for  the  manufacture  of  plant 
protein  products. 

The  Commissioner  recc^mizes  that  due 
to  the  rapid  changes  in  food  technology 
more  protein  sources  will  become  avail¬ 
able  and  that,  therefore,  it  would  be  in 
the  best  interest  of  the  consumer,  from 
both  nutritional  and  functional  stand¬ 
points,  to  allow  the  use  of  other  plant 
protein  sources  as  long  as  it  can  be  dem¬ 
onstrated  that  the  materials  are  safe 
and  suitable  protein  sources.  In  addition, 
animal  proteins  such  as  milk  protein, 
fish  protein  concentrate,  and  egg  protein 
can  be  used  in  the  fabrication  of  a  pro¬ 
tein  product  and  should  be  permitted. 

The  Commissioner  concludes  that  a 
plant  protein  product  that  is  represented 
or  used  as  an  extender  or  replacement  for 
meat,  seafood,  poultry,  eggs,  or  cheese  is 
a  substitute  for  and  resembles  that  food 
when  used.  It  is,  therefore,  an  imitation 
of  that  food  under  21  CFR  1.8(e)  if  it  is 
nutritionally  inferior  to  the  food  it  sim¬ 
ulates.  Consequently,  the  proposal  iden¬ 
tifies  the  nutritional  qualities  of  plant 
protein  product  extenders  and  replace¬ 
ments  that  will  avoid  the  necessity  of 
their  being  labeled  as  imitations.  These 
nutritional  qualities  include  the  quantity 
of  protein  present  in  the  finished  food, 
the  quality  of  that  protein,  and  the 
amount  of  vitamins  and  minerals  pres¬ 
ent. 

The  amoimt  of  protein  proposed  to  be 
required  in  plant  protein  products,  when 
ready  for  consumption,  has  been  based 
upon  the  protein  content  of  primary  ani¬ 
mal  protein  sources.  As  proposed  below, 
the  protein  content  of  a  plant  protein 
product  offered  as  a  replacement  or  ex¬ 
tender  for  meat,  seafood,  poultry,  eggs, 
or  cheese  must  be  at  least  18  percent 
when  hydrated  according  to  the  manu¬ 
facturer’s  directions.  The  18-percent  level 
is  similar  to  the  protein  levels  in  meat 
and  seafood. 

The  Commissioner  has  considered 
those  comments  to  the  1970  proposal 
which  suggested  that  it  might  be  neces¬ 
sary  to  require  a  different  protein  quan¬ 
tity  for  each  type  of  food  simulated 
(meat,  fish,  cheese,  etc.).  These  com¬ 
ments  are  consistent  with  the  statement 
of  the  Coimcil  on  Foods  and  Nutrition  of 
the  American  Medical  Association  and 
the  Food  and  Nutrition  Board  of  the  Na¬ 
tional  Academy  of  Sciences/National  Re¬ 
search  Council  in  the  publication  “Gen¬ 
eral  Policies  in  Regard  to  Improvement 
of  Nutritive  Quality  of  Poods,”  Septem¬ 
ber  1968,  National  Academy  of  Sciences, 
Washington,  DC,  that  the  “protein  con¬ 
tent  and  PER  should  be  based  on  the  pro¬ 
tein  of  the  food  simulated.” 

The  Commissioner  concludes,  however, 
that  it  would  be  in  the  best  interest  of 
the  consumer  to  establish  a  uniform 
minimum  amount  of  protein  for  all  plant 
protein  products  rather  than  to  estab¬ 
lish  a  different  minimum  quantity  for 
each  type  of  food  simulated.  The  quan- 
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tlty  of  protein  In  traditional  foods  varies 
not  only  from  one  type  of  food  to  another, 
but  also  within  each  food  tsrpe.  Requiring 
a  plant  protein  product  to  have  a  dif¬ 
ferent  level  of  protein  for  each  different 
food  It  extends  or  replaces  Is  not  practical 
nor  Is  it  necessary  to  protect  the  con¬ 
sumer  against  nutritionally  Inferior  1ml- 
taticms. 

To  maintain  nutritional  equivalence 
with  the  food  simulated,  the  protein 
quality  of  the  plant  protein  product 
must  also  be  considered.  When  a  cereal 
or  vegetable  source  of  protein  Is  com¬ 
bined  in  a  large  prc^rtlon  with  meat, 
seafood,  poultry,  eggs,  or  cheese,  or  when 
It  is  used  by  Itse^  to  simulate  an  animal 
protein  source,  the  protein  quality  of  the 
plant  protein  product  must  be  equal  to 
that  of  the  animal  protein  source. 

When  the  proportion  of  plant  protein 
added  is  smaller,  however,  the  protein 
quality  of  the  flnal  product  will  be  de¬ 
pendent  primarily  on  the  quality  of  the 
animal  protein,  and  the  Ck>mmlssloner 
concludes  It  is  appropriate  to  establish  a 
lower  minimum  protein  quality  for  these 
products.  Since  definitive  data  are  lack¬ 
ing  on  the  ratio  of  plant  protein  to  ani¬ 
mal  protein  necessary  to  provide  a  mixed 
protein  of  a  quality  similar  to  the  animal 
protein,  the  Commissioner  proposes,  as  a 
conservative  approach,  that  lower  quality 
protein  will  be  permitted  only  If  the  hy¬ 
drated  plant  protein  product  is  30  per¬ 
cent  or  less  of  the  finished  food.  If  the 
hydrated  plant  protein  product  Is  30  per¬ 
cent  or  less  of  the  finished  food,  the  prod¬ 
uct  Is  considered  an  extender,  and  a 
minimum  protein  efBclency  ration  (PER) 
of  80  percent  of  casein  Is  proposed.  If  the 
hydrated  plant  protein  product  consti¬ 
tutes  more  than  30  percent  of  the  fin¬ 
ished  food,  the  product  Is  a  replacement 
for  the  animal  protein,  and  the  proposal 
establishes  a  minimum  PER  of  108  per¬ 
cent  of  casein.  These  PER  requirements 
are  compatible  with  proposed  USDA  re¬ 
quirements  for  meat  products  that  con¬ 
tain  nonmeat  Ingredients  (38  PR  11093). 
Different  PER’s  for  each  food  simulated 
are  impractical  because  protein  quality 
varies  from  one  type  of  food  to  another 
and  also  within  each  food  type. 

Some  comments  to  the  1970  proposal 
objected  to  the  use  of  casein  as  a  refer¬ 
ence  standard  for  determining  protein 
quality.  Casein  has  an  acceptable  essen¬ 
tial  amino  acid  pattern  and  Is  recognized 
as  a  good  qiiallty  protein.  TTie  use  of 
casein  as  a  reference  standard  In  deter¬ 
mining  the  PER  of  protein  Is  in  accord¬ 
ance  with  the  method  described  In 
5 §  39.168-39.170.  “OfQcial  Methods  of 
Analysis  of  the  Association  of  Official 
Analytical  Chemists,”  11th  edition,  1970.‘ 
A  uniform  supply  of  casein  can  be  ob¬ 
tained.  whereas  a  uniform  supply  of 
other  purified  proteins  such  as  lactalbu- 
men  and  whole  egg  Is  not  readily  avail¬ 
able.  The  Commissioner  recognizes  the 
limitations  of  the  casein  PER  test.  At 
this  time,  however,  it  Is  the  only  official 
method  available  for  regulat<^  pur¬ 
poses. 

The  levds  of  vitamins  and  minerals 
must  also  be  equivalent  to  the  food  simu¬ 
lated,  but,  again,  because  of  the  Imprac- 


tlcalltles  of  adjusting  the  required  levels 
to  each  type  of  food,  uniform  require¬ 
ments  (except  for  cheese)  are  proposed. 
The  vitamin  and  mineral  content  of 
cheeses  and  of  certain  raw  forms  of 
meats  and  seafood  have  been  used  as 
guides  in  setting  the  proposed  require¬ 
ments.  The  average  values  of  the  nu- 
trloits  per  100  grams  of  the  edible  por¬ 
tion  of  these  animal  protein  sources  ^ve 
been  converted  to  the  amount  of  nutii^t 
per  gram  of  protein. 

Relating  nutritional  requirements  to 
protein  Is  a  change  from  the  1970  pro¬ 
posal  vhlch  related  them  to  caloiie 
levels.  The  Commissioner  recognizes  that 
caloric  Intake  is  one  of  the  controlling 
factors  of  food  consumption  and  has,  for 
example,  expressed  minimum  nutrient 
levels  on  a  caloric  basis  in  the  nutritional 
quality  guideline  for  frozen  “heat  and 
serve”  diimers  (21  CP^  100.5). 

The  Commissioner  concludes,  however, 
that  setting  vitamin  and  mineral  levds 
based  on  the  amoimt  of  protein  can  also 
provide  the  necessary  control  and  Is  more 
appropriate  here.  Moreover,  since  the 
propokd  establishes  a  minlmiun  level  of 
protein  for  ext«iders  or  replacements  as 
used,  relating  levels  of  other  nutrients 
to  the  protein  content  would  assiue  a 
minimum  nutrient  level  In  the  finished 
foo(L 

If  a  plant  protein  product  simulates 
cheese,  the  proposal  establishes  leve^  for 
vitamin  A,  calcium,  and  phosphorous 
consistent  with  those  In  cheese.  Values 
based  on  average  values  for  various  kinds 
of  cheese  have  been  used  to  establish  the 
guideline  levels  for  these  nutrients  In 
products  ext^ding  or  replacing  cheese. 

Since  plsmt  protein  products  are  oft^ 
used  as  Ingr^ents  in  finished  foods 
rather  than  as  finished  foods  themselves, 
it  is  approriate  to  establish  names  for 
such  finished  foods  too.  When  a  finished 
food  contains  a  plant  protein  product  ex¬ 
tender  or  replacement  but  as  a  whole  re¬ 
sembles  the  meat,  seafood,  poultry,  eggs, 
or  cheese  with  which  the  plant  protein 
product  is  mixed,  the  proposal  requires 
both  the  traditional  component  and  the 
plant  protein  product  to  be  named  in  the 
same  type  size.  An  example  of  this  tsre 
of  food  Is  a  mixture  of  cheese  and  plant 
protein  product  which  resembles  cheese 
when  sold.  If  a  plant  protein  product  Is 
used  to  extend  or  replace  meat,  seafood, 
poultry,  eggs,  or  cheese  as  one  of  Uie 
characterizing  components  In  a  multi- 
component  food,  the  proposal  provides 
that  the  name  of  the  finished  food  Is  to 
be  followed  Immediately  by  or  appear  di¬ 
rectly  above  the  name  of  the  component 
containing  the  plant  protein  product  In 
type  size  at  least  half  the  size  of  the 
name  of  the  finished  food.  An  example  of 
this  tsrpe  of  food  is  pizza  vdilch  con¬ 
tains  “cheese”  made  in  whole  or  In  part 
of  plant  protein  product. 

Finally,  the  proposal  provides  for  a 
label  declaration  of  sodlmn  under  certain 
circumstances.  Some  of  the  flavors,  col¬ 
ors,  binders,  and  other  Ingredients  used 
in  plant  protein  products  may  be  added 
In  the  form  of  sc^iun  salts,  so  tiiat  the 
sodium  content  of  a  finish^  food  con- 

^  See  footnote  on  next  page. 


talnlng  a  plai^  protein  product  may  be 
significantly  greater  than  that  of  the 
food  made  wlUi  the  traditional  protein 
source  which  has  been  extended  or  re¬ 
placed.  This  increase  Is  a  material  fact 
required  to  be  disclosed,  since  significant 
numbers  of  consximers  are  Interested  In 
controlling  their  sodium  Intake.  A  dec¬ 
laration  of  Increased  sodium  Is  there¬ 
fore  required  when  there  Is  a  nutrition¬ 
ally  significant  Increase. 

Therefore,  pursuant  to  provlslcms  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201  (n),  401,  403,  701.  52  Stat. 
1041,  1047-1048  as  amended.  1055-1056 
as  amended  (21  U.S.C.  321  (n),  341.  343, 
371) )  and  imder  authority  delegate  to 
the  Commissioner  of  Food  and  Drugs 
(21  CFR  2.120) : 

1.  Notice  is  given  that  finiher  action 
on  the  proposal  to  establish  a  definition 
and  standard  of  Identity  for  textured 
protein  products  publl^ed  In  the  Fed¬ 
eral  Registeb  of  December  5,  1970  (35 
PR  18530) .  Is  withdrawn  without  preju¬ 
dice  as  to  the  filing  Of  a  new  proposal  at 
a  later  date. 

2.  It  Is  proposed  that  a  new  S  102.22  be 
added  to  Subpart  B  of  Part  102  to  read  as 
follows: 

§  102.22  ITant  protein  products. 

(a)  Among  plant  protein  products,  the 
common  or  ustial  names  of  extenders  and 
replacements  for  meat,  seafood,  poultry, 
eggs,  or  cheese,  which  are  produced  from 
safe  and  suitable  edible  plant  protein 
sources,  including,  but  not  limited  to. 
soybeans,  peanuts,  wheat,  and  com,  are 
as  follows: 

(1)  When  the  product  contains  less 
than  65  percent  protein  by  weight  on  a 
moisture-free  basis,  the  name  shall  con¬ 
sist  of  the  name(s)  of  the  source(s>  of 
the  protein  and  a  term  which  accurately 
describes  the  physical  form  of  the  prod¬ 
uct,  e.g.,  “soy  flour"  or  “soy  granules.” 
The  word  “protein"  shall  not  be  included 
In  this  name. 

(2)  When  the  product  contains  65 

percent  or  more  but  less  than  90  percent 
protein  by  weight  on  a  moisture-free  ba¬ 
sis,  the  nsune  shall  be  “ _ pro¬ 

tein  concentrate”,  the  blank  to  be  ^ed 
in  with  the  name(s)  of  the  source(s)  of 
the  protein,  e.g.,  “soy”  or  “peanut”.  The 
term  “vegetable”,  “cereal”,  or  “plant” 
may  be  used  if  the  plant  protein  Is  de¬ 
rived  from  more  than  two  sources.  Hie 
name  may  be  accompanied  by  a  term 
that  describes  the  ph3rslcal  form  of  the 
product,  e.g.,  "bits"  or  “granules”. 

(3)  When  the  product  contains  90  per¬ 
cent  or  more  protein  by  weight  on  a  mois¬ 
ture-free  basis,  the  name  of  the  product 

shall  be  “ _ protein  Isolate”, 

the  blank  to  be  filled  in  with  the  name(s) 
of  the  source  (s)  of  the  protein,  e.g., 
"soy”,  or  with  the  term  “vegetable”, 
“cereal”,  or  “plant”.  The  name  may  be 
accompanied  by  a  term  that  describes 
the  physical  form  of  the  product,  e.g., 
“bits”  or  “granules”. 

(4)  When  the  product  Is  a  mixture  of 
the  products  described  In  paragraph  (a) 
(2)  and  (3)  of  this  section,  the  name  of 
the  mixture  shall  consist  of  the  common 
or  iisual  names  of  the  components  In  de- 
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scendlng  order  of  predominance.  Alter¬ 
natively,  a  mixture  of  three  or  more  such 
products  may  be  designated  "plant 
(“vegetable”  or  "cereal”)  protein  prod¬ 
uct”.  In  either  case,  the  name  may  be 
accompanied  by  a  term  that  describes  the 
physical  form  of  the  product,  e.g.,  “bits” 
or  “granules”.  ^  ^ 

(5)  When  the  product  is  a  mixture  of 
the  products  described  in  paragraph  (a) 

( 1) ,  (2) ,  and  (3)  of  this  section,  the  name 
shall  consist  of  the  common  or  usual 
names  of  the  comp<ments  in  descending 
order  of  predominan<se.  Alternatively,  a 
mixture  of  three  or  more  such  products 
may  be  designated  "plant  protein  prod¬ 
uct  and - ”  or  “ - - - - 

and  plant  protein  product”,  whichever 
reflects  the  descending  order  of  predomi¬ 
nance.  The  blank  in  such  designation 
shall  be  fllled  in  with  the  common  or 
ngiin.1  name  of  the  component(s) ,  de¬ 
scribed  in  paragraph  (a)  (1)  of  this  sec¬ 
tion,  except  that  the  term  “vegetable  , 
“cereal”,  or  "plant”  may  be  used  in  place 
of  the  name  of  the  source  plant  when 
there  is  more  than  one  source  involved. 

The  name  may  be  accompanied  by  a 
term  that  describes  the  physical  form  of 
the  product.  e.g..  "bits”  or  “granules  . 

(b)  The  cOTunon  or  usual  name  of  a 
product  described  in  paragraph  (a)  of 
this  section  shall  include  an  appropriate 
flavor  declaration  if  the  product  is 
flavored  to  resemble  meat,  seafood, 
poultry,  eggs,  or  cheese.  Such  flavor 
declaration  shall  be  in  compliance  with 
S  1.12  of  this  chapter,  e.g.,  “soy  flour, 
ham  flavored”  or  "artiflcially  ham- 
flavored  soy  protein  concentrate”. 

(c)  The  common  or  usual  name  of  a 
product  described  in  paragraph  (a)  of 
this  section  may  include  the  term  “tex¬ 
tured”  or  “texturized”  when  such  term 
is  appropriate. 

(d)  When  a  product  described  in  para¬ 
graph  (a)  of  this  section  contains  added 
animal  protein,  such  as  milk  protein,  fish 
protein  concentrate,  or  egg  protein,  the 
common  or  usual  name  shall  include  that 
source  in  descending  order  of  predomi¬ 
nance,  e.g.,  “plant  and  flsh  protein  con¬ 
centrate”  or  “animal  and  plant  protein 
concentrate”. 

(e)  A  plant  protein  product  which  acts 
as  an  extender  or  replacement  for  meat, 
seafood,  poultry,  eggs,  or  cheese,  but 
which  is  nutritionally  inferior  to  that 
animal  protein  source,  shall  be  labeled 
as  an  imitation  of  the  animal  protein 
source  for  which  it  substitutes  and  which 
it  resembles,  piursuant  to  9  1.8(e)  of  this 
chapter.  For  piuposes  of  9  1.8(e)  of  this 
chapter,  a  plant  protein  product  shall 
be  considered  nutritionally  equivalent  to 
the  meat,  seafood,  poultry,  eggs,  or 
cheese  it  extends  or  replaces  if  it  meets 
all  of  the  following  conditions: 

(1)  When  the  plant  protein  product 
is  hydrated  according  to  the  manufac¬ 
turer’s  directions,  its  protein  is  at  least 
18  percent  by  weight  of  the  hydrated 
product. 

(2)  If  the  hydrated  plant  protein 
product  is  not  more  than  30  percent  by 
weight  of  the  mixture  when  mixed  with 
meat,  seafood,  poultry,  eggs,  or  cheese. 


the  biological  quality  of  the  protein  (in¬ 
cluding  amino  acids  added  thereto)  is 
at  least  80  percent  that  of  casein. 

(3)  If  the  hydrated  protein  product 
is  more  than  30  percent  by  weight  of 
the  mixture  when  mixed  with  meat,  sea¬ 
food.  poultry,  eggs,  or  cheese,  or  if  the 
hydrated  protein  product  is  used  un- 
mlxed  in  a  way  that  it  substitutes  for  and 
resembles  meat,  seafood,  poultry,  eggs, 
or  cheese,  the  biological  quality  of  the 
protein  (including  amino  acids  added 
thereto)  is  at  least  108  percent  that  of 
casein. 

(4)  The  plant  protein  product  contains 
the  following  levels  of  nutrients  per  gram 
of  protein: 


Nutrient  Amount 

Vitamin  A  (lU)  . .  15.<X) 

Thiamine  (milligrams) _  .014 

Riboflavin  (milligrams) _  .01 

Niacin  (milligrams) _  .80 

Pantothenic  acid  (milligrams) _  .040 

Vitamin  B«  (milligrams) _  .02 

Vitamin  (//g) . .09 

Iron  (milligrams) _  .13 

Calcium  (milligrams) _  10.0 

Phosphc«ms  (milligrams)  _  10.0 

Folic  acid  (Mg) _  .40 

Magnesium  (milligrams) _  1.14 

Zinc  (milligrams) _  .23 


(5)  If  a  plant  protein  product  extends 
or  replaces  cheese  in  a  cheese-like  food, 
the  plant  protein  product  contains,  per 
gram  of  protein,  54  international  units 
of  vitamin  A,  26  milligrams  of  phos¬ 
phorus,  and  26  milligrams  of  calcium, 
instead  of  the  amounts  of  those  nutrients 
specifled  in  paragraph  (b)(4)  of  this 
section. 

(f )  Compliance  with  the  moisture  and 
protein  requirements  of  paragraph  (a) 
of  this  section  shall  be  determined  by  the 
methods  described  in  sections  14.076  and 
14.078,  respectively,  of  “OfSclal  Methods 
of  Analysis  of  the  Association  of  Official 
Analytical  Chemists”.  11th  edition,  1970,^ 
and  the  biological  qiiality  of  protein  re¬ 
quirements  of  paragraph  (e)  of  this  sec¬ 
tion  by  the  methods  in  sections  39.166- 
39.170  of  that  book. 

(g)  When  the  substitution  of  a  plant 
protein  product  for  meat,  seafood,  poul¬ 
try,  eggs,  or  cheese  results  in  an  liicrease 
in  the  sodium  content  of  a  food  by  25 
milligrams  or  more  per  100  grams,  sodium 
content  shall  be  declared  on  the  label  in 
accordance  with  99  1.17  and  125.9  of  this 
chapter. 

(h)  A  food  which  is,  or  which  contains 
any  plant  protein  product  subject  to  this 
section  shall  be  labeled  as  follows. 

(1)  The  name  of  a  flnished  food  that 
as  a  whole  resembles  meat,  seafood,  poul¬ 
try.  eggs  or  cheese,  and  that  contains 
a  plant  protein  product  for  which  a  com¬ 
mon  or  usual  name  is  established  in  this 
section,  but  contains  no  meat,  seafood, 
poultry,  eggs,  or  cheese,  shall  be  the  name 
established  in  paragraphs  (a)  through 
(d)  of  this  section. 


*  Copies  may  be  obtained  from; 

Association  of  Official  Analytical  Chem¬ 
ists, 

P.O.  Box  540, 

Ben  Franklin  Station. 

Washington,  DC  20044. 


(2)  The  name  of  a  flnished  food  that 
as  a  whole  resembles  meat,  seafood,  poul¬ 
try,  eggs  or  cheese,  and  that  contains 
both  (1)  a  plant  protein  product  for 
which  a  ccxnmon  or  usual  name  is  estab¬ 
lished  in  this  section  and  (ii)  meat,  sea¬ 
food,  potiltry,  eggs,  or  cheese,  shall  in¬ 
clude  the  names  of  such  ingredients  in 
descending  order  of  predominance  and  in 
the  same  type  size. 

(3)  The  name  of  a  multi-component 
flnished  food  that  contains  as  part  or  all 
of  a  characterizing  component  a  plant 
protein  product  for  which  a  common  or 
usual  name  is  established  in  this  section 
shall  be  immediately  followed  by  or  shall 
be  directly  above  the  word  “containing” 
(or  “contains”)  and  the  name  of  the 
component  containing  the  plant  protein 
product  in  type  size  not  less  than  one- 
half  the  height  of  the  type  of  the  name 
of  the  flnished  food. 

Interested  persons  may,  on  or  before 
August  13,  1974,  flle  with  the  Hearing 
Clerk.  Food  and  Drug  Administration, 
Room  6-86,  5600  Fishers  Lane.  Rockville, 
MD  20852,  written  comments  (preferably 
in  qulntuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated:  June  7, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[PR  r)oc.74-lS470  FUed  6-13-74;8:45  am] 


[21CFRPart  100] 
BREAKFAST  BEVERAGE  PRODUCTS 

Proposed  Nutritional  Quality  Guidelines 

In  the  Federal  Register  of  March  14, 
1973  (38  FR  6969),  the  Commissioner 
of  Food  and  Drugs  promulgated  a  pro¬ 
cedure  and  general  principles  for  the 
establishment  by  regulation  of  nutri¬ 
tional  quality  guidelines  for  foods. 

The  Commissioner  had  earlier  con¬ 
tracted  with  the  National  Academy  of 
Sciences  for  assistance  in  identifying  and 
deflning  the  important  classes  of  foods 
for  which  such  nutritional  quality  guide¬ 
lines  should  be  etstablished  and  in  pro¬ 
viding  proposed  nutrient  compositions 
for  them  which  would  be  in  the  best  in¬ 
terest  of  the  public  health.  The  recom¬ 
mendations  of  the  Committee  on  Food 
Standards  and  Fortlflcation  Policy  of  the 
National  Academy  of  Sciences/National 
Research  Council  (the  NAS/NRC  Com¬ 
mittee)  for  ascorbic  acid  fortified  vege¬ 
table  juices,  fruit  juices,  fruit  drinks,  and 
imitation  fruit-flavored  drinks  have  been 
received  by  the  Commissioner.  A  copy  of 
this  report  is  on  public  display  in  the 
office  of  the  Hearing  Clerk,  Food  and 
Drug  Administration,  Rm.  6-86,  5600 
Fishers  Lane,  Rockville,  MD  20852. 

The  recommendations  reflect  the  fact 
that  some  conventional  vegetable  and 
fruit  juices  are  major  sources  of  vitamin 
C  in  the  diet,  and  that  other  such  prod¬ 
ucts  which  are  not  naturally  good  sources 
of  the  vitamin,  and  many  flavored  bever- 
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ages,  have  been  fortified  with  vitamin  C 
at  various  levels.  The  recommendations 
are  intended  to  assure  the  consumer  that 
when  vitamin  C  is  added  to  such  a  prod¬ 
uct  it  will  provide  a  nutritionally  ade¬ 
quate  level  of  the  vitamin  but  will  not 
be  in  excess  of  nutritional  requirements. 
Products  subject  to  this  proposed  guide¬ 
line  include  100-percent  (full  strength) 
juices;  products  with  less  than  100  per¬ 
cent  of  natural  juice;  or  juices,  mixtures 
of  juices,  nectars,  and  products  in  dry 
or  liquid  form  fiavored  to  resemble  a  fruit 
or  vegetable  drink,  which  are  in  any  way 
represented  or  suggested  for  use  sis 
breakfast  beverages. 

The  NAS/NRC  Committee  recom¬ 
mended  a  minimum  supplement  level  of 
50  mg  per  6  fi.  oz.  serving  (or  equivalent) 
and  a  maximum  supplement  level  of  65 
mg  per  6  fi.  oz.  ser^ng  (or  equivalent). 
These  values  represent  the  mean  Recom¬ 
mended  Daily  Allowance  (RDA)  and  an 
average  ascorbic  acid  content  of  citrus 
juices,  respectively. 

The  Commissioner  concludes  that  one 
level,  consistent  with  the  newly  estab¬ 
lished  U.S.  RDA  (60  mg),  should  be 
proposed.  Since  this  level  of  fortification 
is  essentially  the  same  as  that  occurring 
natimally  in  the  various  citrus  juices, 
which  are  among  the  richest  common 
sources  of  the  vitamin,  and  since  there 
is  no  knoam  nutritional  significance  to 
supplemental  intakes  beyond  this  level, 
there  is  no  justification  for  establishing 
an  upper  limit  beyond  60  mg  per  average 
serving  (6  fi.  oz.).  Moderate  excesses,  in 
accordance  with  good  manufacturing 
practice,  necessary  to  assure  the  con¬ 
sumer  of  label  accuracy  would,  of  course, 
be  acceptable.  Since  the  level  of  fortifica¬ 
tion  exceeds  the  50  percent  of  the  U.S. 
RDA  aUowed  in  §  1.17  (21  CTR  1.17)  for 
general  food  fortification  as  contrasted 
to  dietary  supplements,  this  proposal  rep¬ 
resents  an  exception  from  that  general 
rule  fOT  this  product  class.  Such  an  ex¬ 
ception  is  justified  since  this  class  of 
foods  constitutes  the  major  source  of 
vitamin  C  in  the  daily  diet  of  most  people. 
The  “USDA  Household  Pood  Consump¬ 
tion  Survey  1965-1966”,  a  copy  of  which 
is  on  file  with  the  Hearing  Cfierk,  in¬ 
dicates  that  only  about  30-58  percent  of 
the  recommended  allowance  is  obtained 
from  all  other  food  sources  combined. 
These  USDA  values  have  a  wide  variabil¬ 
ity  depending  upon  individual  food  con¬ 
sumption  patterns,  but  there  is  general 
agreement  that  the  citrus  fruits  and 
juices,  along  with  tomato  juice,  com¬ 
monly  consumed  with  breakfast,  supply 
the  major  proportion  of  the  daily  dietary 
vitamin  C. 

The  products  included  in  this  proposed 
guideline  include  all  noncarbonated 
beverages  which  are  represented  or  sug¬ 
gested  for  use  as  breakfast  juice  bever¬ 
ages.  The  proposal  does  not  include  prod¬ 
ucts  packaged  and  promoted  to  the  con¬ 
sumer  solely  as  refreshment  drinks. 

A  serving  size  is  proposed  under  this 
guideline.  The  6  fi.  oz.  adult  serving  size 
proposed  is  the  recommendation  of  the 
NAS/NRC  Cltommlttee  and  as  described 
above  represents  the  amount  of  citrus 


juices  necessary  (on  the  average)  to 
supply  the  recommended  level  of  vitamin 
C.  Since  the  quantitative  volume  or 
equivalent  for  di7  products  is  essential 
for  the  guideline  specification,  there  Is 
Uttle  reason  why  this  same  amount  could 
not  constitute  an  appropriate  serving  size 
and  be  accepted  as  standard.  For  those 
products  intended  specifically  for  Infants 
or  children  under  4  years  of  age,  a  serving 
size  of  4  fiuid  oiuices  is  reasonable. 

The  NAS/NRC  Committee  report 
stated  that  only  vitamin  C  has  been  con¬ 
sidered.  The  proposed  guideline  therefore 
does  not  cover  the  possible  addition  of 
other  essential  nutrients,  since  the 
variability  of  both  kind  and  quantity  of 
nutrients  in  the  variety  of  juice  products 
that  can  be  prepared  renders  it  impracti¬ 
cal  and  inappropriate  to  establish  specific 
guideline  values  for  all  nutrients  in  the 
entire  class  of  foods.  They  are  subject,  on 
an  individual  basis,  to  the  requirements 
of  the  imitation  food  regulation  (21  CFR 
1.8(e)). 

Elsewhere  in  this  issue  of  the  Federal 
Register  the  Commissioner  is  proposing 
general  principles  for  the  addition  of 
nutrients  to  foods  wherein  the  terms 
“fortified”  and  “enriched"  are  defined. 
That  proposal  specifies  that  no  label 
claims  regarding  added  nutrients  will  be 
permitted  unless  such  addltion(8)  con¬ 
stitutes  at  least  10  percent  of  the  n.S. 
RDA  for  the  nutrient(s).  For  breakfast 
beverage  products  which  meet  the  pro¬ 
posed  guideline  and  are  “fortified"  or 
“enriched”  according  to  the  definitions 
contained  in  that  proposal,  use  of  such 
statements  as  “fortified  with  vitamin  C” 
or  “enriched  with  vitamin  C”  is  proper 
when  vitamin  C  is  added  at  a  level  equal 
to  or  greater  than  10  percent  of  the  U.S. 
RDA  in  a  serving  of  the  product. 

The  Commissioner  recognizes  that 
some  standards  of  identity  for  canned 
fruit  juices  and  juice  drinks  contain 
vitamin  C  fortification  requirements 
w'hich  do  not  conform  to  this  guideline. 
These  standards  will  be  reviewed  and 
amended  as  necessary  to  bring  them  into 
agreement  with  the  guideline.  When  a 
breakfast  beverage  product  which  con- 
fonns  to  a  standard  of  identity  which 
designates  the  nutrient  additions  per¬ 
mitted  for  the  food,  such  product  may 
bear  the  statement  provided  for  in  S  100.1 

(b)  (21  CFR  100.1(b) ) .  Elsewhere  in  this 
issue  of  the  Federal  Register  the  Com¬ 
missioner  Is  ijroposing  to  amend  S  100.1 
to  this  effect. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201(n),  403,  701(a),  52  Stat. 
1041  as  amended,  1047-1048  as  amended, 
1055  (21U.S.C.  321(n),  343,  371(a)))  and 
under  authority  delegated  to  the  Com¬ 
missioner  (21  CFR  2.120),  it  is  proposed 
that  Part  100  be  amended  by  adding  a 
new  §  100.6  to  Subpart  B  to  read  as 
follows: 

§  100.6  Nonrarbonated  breakfast  bev¬ 
erage  products. 

(a)  In  order  to  bear  the  statement 
provided  in  §  100.1(b),  a  beverage  prod¬ 
uct  described  in  paragraph  (b)  (1)  of  this 


section  shall  contain  10  milligrams  of 
vitamin  C  per  fluid  ounce  when  prepared 
for  consumption  according  to  the  direc¬ 
tions  for  use. 

(b) (1)  The  beverage  products  subject 
to  this  regulation  Include  any  liquid  or 
dry  noncarbonated  beverage  product 
which  contains  any  amount  of  fruit  or 
vegetable  juice  or,  if  it  contains  no  fruit 
or  vegetable  Juice,  is  subject  to  the  re¬ 
quirements  of  S  102.10  of  this  chapter, 
which  is  represented  cm:  suggested  by  the 
label  or  in  labeling  or  advertising,  di¬ 
rectly  or  indirectly,  for  use  as  a  breakfast 
beverage  product. 

(2)  This  section  Is  not  applicable  to  a 
refreshment  beverage  which  is  not  rep¬ 
resented  or  suggested  for  use  as  a  break¬ 
fast  beverage. 

(c)  A  serving  shall  be  6  fluid  ounces 
or,  when  the  proudct  is  intended  specifi¬ 
cally  for  infants  or  children  under  4  years 
of  age,  4  fluid  ounces. 

(d)  When  the  statement  provided  in 
§  100.1(b)  is  used,  the  words  “provides 
vitamin  C  in  the  amoimt  appropriate” 
shall  replace  the  words  “provides  nutri¬ 
ents  in  amounts  appropriate”. 

(e)  A  beverage  product  which  meets 
the  guideline  and  to  which  vitamin  C  has 
been  added  at  a  level  equal  to  or  greater 
than  10  percent  of  the  n.S.  RDA  in  a 
serving  of  the  product  may  bear  on  its 

label  the  following:  “ _ with  vitamin 

C”,  where  the  blank  is  filled  in  with  the 
term  “enriched”  or  “fortified”,  in  ac¬ 
cordance  with  S  100.1  (J) ;  or  “with  added 
vitamin  C”;  or  a  .similar  statement. 

Interested  persons  may,  on  or  before 
August  13,  1974  file  with  the  Hearing 
Cfieik,  Food  and  Drug  Administration, 
Rm.  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (prefer¬ 
ably  in  quintuplicate)  regarding  this  pro¬ 
posal.  Comments  may  be  accompanied  by 
a  memorandmn  or  brief  in  support  there¬ 
of.  Received  commoits  may  be  seen  in 
the  above  ofiSce  during  working  hours, 
Monday  through  Friday. 

Dated:  June  7,  1974. 

A.  M.  Schmidt. 

Commissioner  of  Food  and  Drugs. 

(FR  Doc.74-13476  Filed  6-13-74:8:46  ami 

[21  CFR  Part  100] 

FORTIFIED  HOT  BREAKFAST  CEREALS 

Proposed  Nutritional  Quality  Guideline 

In  the  Federal  Register  of  March  14, 
1973  (38  PR  6969) ,  the  Commissioner  of 
Food  and  Drugs  promulgated  a  procedure 
and  general  principles  for  the  establish¬ 
ment  by  regulation  of  nutritional  quality 
guidelines  for  foods. 

The  Commissioner  had  earlier  con¬ 
tracted  with  the  National  Academy  of 
Sciences  for  assistance  in  Identifying  and 
defining  the  important  classes  of  foods 
for  which  such  nutritional  quality  guide¬ 
lines  should  be  established  and  in  provid¬ 
ing  proposed  nutrient  compositions  for 
them  which  would  be  in  the  best  interest 
of  the  public  health.  The  recommenda¬ 
tions  of  the  Committee  on  Food  Stand¬ 
ards  and  Fortification  Policy  of  the  Na- 
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tional  Academy  of  Sclences/Natlonal 
Research  CouncQ  (the  NAS/NBC  Com¬ 
mittee)  for  fortified  breakfast  cereals 
have  been  received  by  the  Commissions. 
A  copy  of  this  report  Is  on  public  display 
In  the  office  of  the  Hearing  Clerk.  Food 
and  Drug  Administration,  Rm.  6-86, 5600 
Fishers  Lane,  Rockville.  MD  20852. 

The  concepts  of  this  report  were  used 
to  develop  a  proposed  nutritional  quality 
guideline  for  fortified  ready-to-eat 
breakfast  cereals,  published  elsewhere  in 
this  issue  of  the  Fioeral  Register.  A1- 
thou^  the  NAS/NRC  Committee  did  not 
differentiate  between  ready-to-eat  cere¬ 
als  and  hot  cereals,  the  Commissioner 
concludes  that  there  are  sufficient  dif¬ 
ferences  In  their  consmnptlon  patterns 
to  Justify  separate  guidelines. 

This  nutritional  quality  guideline  for 
fortified  hot  breakfast  cereals  provides 
for  specified  levels  for  Iron  and  calcium 
In  addition  to  the  three  B  vitamins  with 
I  which  cereal  products  commonly  are  en¬ 
riched.  Although  this  course  of  action  de¬ 
viates  from  the  NAS/NRC  Committee’s 
recommendation.  It  is  In  full  accord  with 
Its  Intent  In  specifying  nutrients  for 
breakfast  cereals.  There  is  definite  evi¬ 
dence  (Ten-State  Nutrition  Sinvey  and 
t^e  1965  USDA  Food  Consumption  Siu:- 
vey,  copies  of  which  are  on  public  display 
In  the  office  of  the  Hearing  C^erk)  of  the 
likelihood  of  shortage  of  iron,  and  pos¬ 
sibly  calcium,  in  the  diets  of  those  who 
commonly  consume  hot  breakfast  cereals. 

Since  cereals  often  form  the  basis  of  a 
breakfast,  the  NAS/NRC  Committee  de¬ 
cided  that,  In  breakfast  cereals  to  which 
nutrients  are  added,  the  nutrients  (per 
serving)  should  be  expressed  as  a  per¬ 
centage  of  a  standard  The  Food  and 
Drug  Administration  has  established  the 
n.S.  Recommended  Dally  Allowance 
(U.S.  RDA)  values  for  purposes  of  la¬ 
beling.  With  a  few  exceptions,  the  U.S. 
RDA  value  la  the  highest  value  listed  for 
each  nutrient  in  the  NAS/NRC  tables  of 
Recommended  Daily  Dietary  Allowances. 
The  derivation  and  use  of  the  UB.  RDA 
values  are  discussed  In  detail  In  the  pre- 
ambles  to  special  dietary  foods  (21  CFR 
Part  125)  published  In  the  Federal  Reg¬ 
ister  of  January  19,  1973  (38  FR  2143), 
and  August  2.  1973  (38  FR  20708) ;  and 
nutrition  labeling  (21  CFR  Part  1)  and 
dietary  supplements  of  vitamins  and 
minerals  (21  CFR  Part  80)  published  In 
the  Federal  Register  of  January  19. 1973 
(38  FR  2125  and  2152). 

The  proposed  nutritional  quality 
guideline  for  fortified  hot  breakfast 
cereals  set  forth  below  specifies  an  Iron 
level  of  8.1  milligrams  per  ounce  on  a  dry 
uncooked  bsisls.  The  Commissioner  con¬ 
cludes  that  this  level,  which  provides  45 
percent  of  the  U.S.  RDA  of  Iron  per  serv¬ 
ing,  will  achieve  the  goal  of  maintaining 
fortified  hot  breakfast  cereals  as  a  good 
source  of  Iron  while  exercising  desirable 
restraint  In  fortification.  The  proposed 
levels  for  the  remaining  nutrients  are 
those  recommended  by  the  NAS/NRC 
Committee. 

Calcium  Is  presently  an  optional  nutri¬ 
ent  In  many  cereal  products.  The  NAS/ 
NRC  Committee  concluded  that  there  is 


sufficient  evidence  of  possible  deficiencies 
of  dietary  calcium  and  that  tlds  nutrient 
should  be  listed  as  mandatory.  Generally, 
hot  breakfast  cereal  products  appear  to 
be  capable  of  serving  as  calcium  manda- 
The  proposal  to  make  calcium  manda¬ 
tory  is  an  attempt  to  preserve  a  desirable 
calclum-to-phosphorus  ratio  In  the  diet. 
Cereal  grains  commonly  contain  ap¬ 
preciable  amounts  of  phosphorus. 

The  NAS/NRC  Committee  pointed  out 
that  there  probably  is  an  excess  of  phos¬ 
phorus  In  the  American  diet.  Accord¬ 
ingly,  phosphorus  was  not  Included  in 
the  list  of  nutrients.  It  should  be  em¬ 
phasized  that  phosphorus  and  other  nu¬ 
trients  naturally  present  In  amounts  suf¬ 
ficient  to  meet  labeling  requirements  may 
be  listed  on  the  label  since  these  cereal 
products  are  covered  by  8  1-17  (21  CFR 
1.17). 

The  NAS/NRC  Committee  did  not  rec¬ 
ommend  adding  vitamin  D  to  a  cereal 
product  because  It  does  not  meet  the 
criteria  for  inclusion,  which  are  discussed 
in  the  preamble  to  the  proposed  nutri¬ 
tional  quality  guideline  for  fortified 
ready-to-eat  breakfast  cereals  published 
elsewhere  In  this  Issue  of  the  Federal 
Register. 

The  Commissioner  concurs  that  cereals 
generally  are  not  suitable  vehicles  for 
vitamin  D.  This  Is  especially  true  since  Its 
toxicity  at  higher  levels  has  been  estab¬ 
lished. 

The  NAS/NRC  Committee  did  not  rec¬ 
ommend  requiring  a  specific  level  of  pro¬ 
tein  in  this  class  of  food  product.  It 
pointed  out  that  different  cereal  grains 
contain  varying  amounts  and  qualities 
of  protein.  Further,  it  stressed  the  ad¬ 
verse  effect  of  milling  on  the  nutritional 
quality  of  the  protein.  The  NAS/NRC 
CTommlttee  also  pointed  out  that  the  sur- 
\e7s  listed  previously  do  not  implicate 
protein  deficiency  as  a  public  health 
problem  in  the  United  States.  Breakfast 
cereals  are  not  commonly  viewed  as 
major  sources  of  protein. 

For  these  reasons,  the  Commissioner 
concludes  that  protein  should  be  Included 
in  the  guideline  only  on  an  opticmal 
basis.  Protein  quality  will  be  handled  in 
this  guideline  as  it  Is  In  8  1.17.  The  adult 
U.S.  RDA  is  65  grams  if  the  protein 
efficiency  ratio  (PER)  of  the  protein  in 
the  product  is  less  than  that  of  casein. 
Tills  Is  expected  to  be  the  case  for  most 
cereal  proteins  that  are  not  so  badly 
damag^  that  their  PER  is  below  20  per¬ 
cent  of  that  of  casein.  In  which  case  the 
protein  cannot  be  listed  as  contributing 
to  the  percentage  of  the  U.S.  RDA  for 
protein. 

This  guideline  should  not  be  construed 
as  limiting  the  listing  (in  accordance 
with  8  1.17)  of  nutrients  naturally  pres¬ 
ent  in  cereals.  However,  the  three  B  Vita¬ 
mins  and  two  minerals,  calcium  and  Iron, 
listed  In  the  guideline  are  the  nutrients 
the  Commissioner  deems  important  in 
hot  breakfast  cereals.  Claims  that  hot 
breakfast  cereals  have  added  nutritional 
value  because  of  addition  of  nutrients  at 
levels  greater  than  those  specified  or 
with  nutrients  not  listed  in  the  guideline 
for  fortified  hot  breakfast  cereals  are 


deemed  lna{q;>roprlate  and  the  products 
they  represent  would  have  to  bear  the 
statement  required  by  8  100.1(f).  indi¬ 
cating  that  the  addition  of  nutrients  dif¬ 
ferent  from  those  listed  in  the  guideline 
Is  regarded  by  the  government  as  un¬ 
necessary  and  inappropriate. 

The  NAS/NRC  Committee  recom¬ 
mended  establishment  of  1  ounce  (dry. 
uncooked  form)  as  a  serving  size  for 
breakfast  cereals. 

This  recommendation  Is  accepted,  with 
the  specification  that  the  weight  of  the 
servl^  shall  be  calculated  on  a  15  per¬ 
cent  mc^ure  basis.  This  proposal  does 
not  apply  to  cereal  products  represented 
as  “Infant  cereals’’.  The  Commissioner  Is 
considering  a  nutritional  quality  guide¬ 
line  for  such  products,  and  for  the  pres¬ 
ent  he  considers  it  reasonaUe  to  permit 
addition  of  lr<m  and  other  nutrients  to 
Infant  cereals  at  percentages  of  the  n.S. 
RDA  for  infants  similar  to  those  In  this 
guldtiUne,  as  Is  currently  common  prac¬ 
tice  among  manufacturers. 

Elsewhere  In  this  issue  of  the  Federal 
Register  the  Commissioner  Is  proposing 
general  principles  for  the  addition  of 
nutrients  to  foods  wherein  the  terms 
“fortification”  and  “fortified”  are  de¬ 
fined.  That  proposal  specifies  that  no 
label  claims  regarding  added  nutrients 
will  be  permitted  unless  such  addition  (s) 
constitutes  at  least  10  percent  of  the  UB. 
RDA  for  the  nutrient  (s).  Since  hot 
breakfast  cereals  which  meet  the  pro¬ 
posed  guideline  are  “fortified”  according 
to  the  definition  In  that  proposal  and 
since  the  nutrients  are  added  at  levels 
greater  than  10  percent  of  the  U.S.  RDA. 
use  of  the  term  “fortified”  for  such  prod¬ 
ucts  Is  proper. 

'Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a),  52  Stat.  1040- 
1042  as  amended,  1047-1048  as  amended. 
1055  (21  U.S.C.  321,  343,  371(a))  and 
under  authority  delegated  to  the  Com- 
missioner  of  Food  and  Drugs  (21  CFR 
2.120),  It  is  proposed  that  Part  100  be 
amended  by  adding  a  new  §  100.9  to  Sub¬ 
part  B.  as  follows; 

§  100.9  Fortified  hot  breakfast  cereals. 

(a)  In  order  to  be  eligible  to  bear  the 
guideline  statement  set  forth  in  8  100.1 

(b) ,  a  fortified  hot  breakfast  cereal  de¬ 
scribed  In  paragraph  (e)  of  this  section 
shall  contain  the  following  vitamins  and 
minerals  in  the  amounts  prescribed: 


Nutrient 


Per  serring 


Amoont  Percent 
U.S.  RDA 


Protein  (grams).. . . ...-;  6.S  W 

Thiamine  (milligrams) _ .38  2S 

Riboflavin  (mlUlgrams) . .  .26  is 

Niacin  (milligrams) _ :  5.0  2r. 

Cal^m  (milligrams) _ ;  150  LS 

Iron  (mUligrams) _ _  &1  45 


(b)  A  serving  shall  be  1  ounce,  dry. 
uncooked  form  ( 15  percent  moisture) . 

(c)  Protein  is  an  optional  nutrient  for 
fortification.  If  It  Is  added,  the  total 
quantity  of  protein  present  In  the  food 
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shall  be  at  least  at  the  level  specified  in 
paragraph  (a)  of  this  section. 

(d)  Protein  content  shall  not  be  listed 
when  the  protein  efficiency  ratio  (PE31) 
is  less  than  20  percent  of  the  PER  of 
casein. 

(e)  The  cereal  products  subject  to  this 
regulation  are  those  manufactured  for 
use  as  hot  breakfast  cereals.  For  the  pur¬ 
poses  of  this  section  the  term  “cereal” 
includes  food  products  made  from  the 
seeds  of  grains  and  similar  plants  and 
from  oilseeds. 

(f )  A  hot  breakfast  cereal  which  meets 
this  guideline  may  bear  the  term  “forti¬ 
fied”  as  part  of  its  name. 

(g)  A  hot  breakfast  cereal  that  con¬ 
tains  50  percent  or  more  of  the  U.S.  RDA 
value  of  one  or  more  added  vitamins  or 
minerals  per  serving  is  a  dietary  supple¬ 
ment  subject  to  the  requirements  of 
§  80.1  of  this  chapter.  Any  such  product 
shall  conform  to  the  labeling  require¬ 
ments  of  S  1.17(c)  of  this  chapter  and 
shall  comply  in  all  other  respects  with 
the  reqmrements  of  §  80.1  of  this 
chapter. 

(h)  The  provisions  of  this  section  are 
not  applicable  to  a  hot  breakfast  cereal 
product  represented  as  an  infant  cereal. 

Interested  persons  may,  on  or  before 
August  13,  1974,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  qulntuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandmn  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  ofQce  during  working  hours,  Mon¬ 
day  through  Friday. 

Dated:  June  7,  1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

I FR  Doc .74-1 3474  Piled  6-13-74;8:45  am] 


[21 CFR  Part  100] 

FORTIFIED  READY-TO-EAT  BREAKFAST 
CEREALS 

Proposed  Nutritional  Quality  Guideline 

In  the  Federal  Register  of  March  14, 
1973  (38  FR  6969),  the  Commissioner  of 
Food  and  Drugs  promulgated  a  procedure 
and  general  principles  for  the  establish¬ 
ment  by  regiilation  of  nutritional  quality 
guidelines  for  foods. 

The  Commissioner  had  earlier  con¬ 
tracted  with  the  National  Academy  of 
Sciences  for  assistance  in  identifying  and 
defining  the  important  classes  of  foods 
for  which  such  nutritional  quality  guide¬ 
lines'  should  be  established  and  in  pro¬ 
viding  proposed  nutrient  compositions 
for  them  which  would  be  in  the  best  in¬ 
terest  of  the  public  health.  The  recom¬ 
mendations  of  the  Committee  on  Food 
Standards  and  Fortification  Policy  of  the 
National  Academy  of  Sciences/National 
Research  Council  (the  NAS/NRC  Com¬ 
mittee)  for  fortified  breakfast  cereals 
have  been  received  by  the  Commissioner. 
A  copy  of  this  report  is  on  public  display 
in  the  office  of  the  Hearing  Clerk,  Food 
and  Drug  Administration,  Rm.  6-86,  5600 
Fleers  Lane,  Rockville,  MD  20852. 


The  NAS/NRC  Committee  recognized 
that  breakfast  cereals  now  on  the  mar¬ 
ket  vary  from  those  containing  no  added 
nutrients  to  those  to  which  are  added  as 
many  as  nine  vitamins  plus  iron,  cal¬ 
cium,  and  phosphorus,  at  levels  ranging 
from  token  amounts  to  the  entire  day’s 
requirements  of  the  nutrients  in  a  single 
serving.  This  proposal  is  designed  to  fos¬ 
ter  breakfast  cereals  having  appropriate 
amounts  of  the  proper  nutrients  as  de¬ 
termined  by  the  NAS/NRC  Committee. 
Those  ready-to-eat  breakfast  cereals 
which  meet  the  proposed  nutritional 
quality  guideline  may  bear  a  statement 
that  the  product  “provides  nutrients  in 
amounts  appropriate  for  this  class  of 
food  as  determtoed  by  the  U.S.  Govern¬ 
ment”,  as  provided  in  S  100.1(b)  (21 
CFR  100.1(b)). 

No  differentiation  between  ready-to- 
eat  breakfast  cereals  and  hot  breakfast 
cereals,  or  among  such  products  pre¬ 
pared  from  various  cereal  grains,  was 
made  in  the  NAS/NRC  Committee’s 
recommendation.  However,  consumer 
usage  of  enriched  farina  (as  discussed  in 
the  preamble  to  the  Commissioner’s  pro¬ 
posal  to  amend  the  identity  standard  for 
enriched  farina  (21  CFR  15.140)  pub¬ 
lished  elsewhere  in  this  issue  of  the  Fed¬ 
eral  Register)  and  other  hot  breakfast 
cereal  products  as  a  source  of  iron  for  in¬ 
fants,  young  children,  and  aged  persons 
is  sufficient  cause  to  amend  the  standard 
of  identity  for  enriched  farina  and  to  de¬ 
velop  a  separate  nutritional  quality 
guideline  for  fortified  hot  breakfast  ce¬ 
reals,  also  published  elsewhere  in  this  is¬ 
sue  of  the  l^DERAL  Register. 

’Three  different  principles  considered 
by  the  NAS/NRC  Committee  for  select¬ 
ing  nutrients  to  be  Included  in  fortified 
breakfast  cereals  were  (1)  nutrients 
present  in  whole  cereal  grains  in  signifi¬ 
cant  amounts,  (2)  nutrients  included  in 
the  enrichment  standards  for  cereal 
grains,  and  (3)  nutrients  for  which  there 
is  evidence  of  deficiency  in  the  U.S.  diet. 

The  NAS/NRC  Committee  decided 
that,  in  general,  whole  cereal  grains  con¬ 
tribute  to  the  diet  significant  amounts  of 
protein,  thiamine,  niacin,  vitamin  B„ 
iron,  magnesium,  zinc,  and  copper.  Nu¬ 
trients  included  in  standards  for  en¬ 
riched  flour  include  thiamine,  ribofiavin, 
niacin,  iron,  and  calcium.  Vitamin  D  has 
been  excluded  from  the  list  of  nutrients 
in  this  guideline  because  of  its  estab¬ 
lished  toxicity  at  higher  levels  and  be¬ 
cause  it  would  be  expected  to  be  con¬ 
tributed  by  the  milk  with  which  the 
cereal  normally  is  eaten.  Copper  has 
been  excluded  from  the  list,  since  it  is 
very  difficult  to  obtain  a  diet  of  common 
food  that  is  deficient  in  copper. 

Information  on  nutrients  for  which 
there  are  established  deficiencies  is  lim¬ 
ited.  Based  on  the  data  from  the  Ten- 
State  Nutrition  Survey  and  the  1965 
USDA  Food  Consumption  Survey  (copies 
of  these  documents  are  on  public  display 
in  the  office  of  the  Hearing  Clerk) ,  the 
NAS/NRC  Committee  concluded  there 
was  a  risk  of  deficiencies  of  vitamin  A, 
vitamin  B«,  folic  acid,  calcium,  and  iron 
in  the  U.S.  diet. 

The  NAS/NRC  Committee  recom¬ 


mended  that  zinc  and  magnesium  be 
listed  as  optional  until  the  technical 
feasibility  of  adding  the  amounts  speci¬ 
fied  has  been  established.  The  Commis¬ 
sioner  accepts  this  recommendation. 

Manganese  was  included  in  the  guide¬ 
line  recommendation  of  the  NAS/NRC 
CTommittee  as  an  optional  nutrient.  A 
U.S.  Recommended  Daily  Allowance 
(U.S.  RDA)  value  has  not  been  set  for 
manganese  because  of  the  lack  of 
knowledge  on  intake  levels  mentioned 
by  the  NAS/NRC  Committee,  and,  on 
that  basis,  the  Commissioner  concludes 
that  listing  manganese  as  a  required  nu¬ 
trient  is  premature  at  this  time. 

Calcium  is  presently  an  optional  nu¬ 
trient  in  many  cereal  products.  The 
NAS/NRC  Committee  concluded  that 
there  is  sufficient  evidence  of  possible  de¬ 
ficiencies  of  dietary  calcium  that  this  nu¬ 
trient  should  be  listed  as  mandatoi7>'. 
Generally,  ready-to-eat  breakfast  cereal 
products  appear  to  be  capable  of  serving 
as  calcium  carriers.  The  proposal  to  make 
calcium  mandatory  is  an  attempt  to  pre¬ 
serve  a  desirable  calclum-to-phosphorus 
ratio  in  the  diet. 

The  NAS/NRC  Committee  concluded 
that  phosphorus  should  not  bj  included 
in  the  list  of  required  nutrients  since 
there  already  is  too  large  £in  amount  of 
phosphorus  in  the  U.S.  diet.  Further,  it 
appears  desirable  to  minimize  the  addi¬ 
tion  of  phosphates  within  technological 
limits.  The  NAS/NRC  Committee  also 
excluded  biotin  from  the  list  of  added 
nutrients  (although  it  is  an  essential 
nutrient)  because  problems  of  deficiency 
can  be  observed  only  under  imusual  cir¬ 
cumstances.  It  should  be  noted  that 
phosphorus,  biotin,  and  other  nutrients 
naturally  present  in  amounts  sufficient  to 
meet  labeling  requirements  may  be  listed 
on  the  label,  subject  to  nutrition  labeling 
(21  CFR  1.17). 

The  NAS/NRC  Committee  suggested 
that  iodine  should  be  present  at  the  level 
equivalent  to  that  achieved  by  using 
iodized  salt.  However,  although  this  nu¬ 
trient  does  meet  one  of  the  three  criteria 
for  inclusion  in  a  breakfast  cereal,  the 
Commissioner  concludes  that  the  use  of 
various  chnnical  forms  of  iodine  in 
cereals  needs  further  study  since  there 
may  be  serious  organoleptic  and  stability 
problems.  For  this  reason,  the  Commis¬ 
sioner  concludes  that  iodine  should  not 
be  listed  as  a  guideline  nutrient  for 
cereals  at  this  time. 

The  NAS/NRC  Committee  used  a 
mean  Recommended  Daily  Dietary 
Allowance  in  the  development  of  its 
guidelines.  ’The  Food  and  Drug  Admin¬ 
istration  has  established  the  U.S.  RDA 
values  for  purposes  of  labeling,  and  these 
will  be  used  in  developing  nutritional 
quality  guidelines.  With  a  few  exceptions, 
the  U.S.  RDA  values  are  the  highest 
values  listed  for  each  nutrient  in  the 
NAS/NRC  tables  of  Recommended  Daily 
Dietary  Allowances.  Derivation  and  use 
of  the  U.S.  RDA  values  are  discussed  in 
detail  in  the  Federal  Register  of  Janu¬ 
ary  19,  1973,  in  the  preambles  to  S 1-17, 
Nutrition  Labeling  (38  FR  2125); 
§S  125.1,  125.2,  125.3,  Special  Dietary 
Foods  (38  FR  2152) ;  and  §  80.1,  Dietary 
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Supplements  Vitamins  and  Minerals 
(38  FR  2152),  and  in  the  Pedbbal  Reg¬ 
ister  of  August  2,  1973,  IS  125.1,  125.2, 
125.3,  Special  Dietary  Fo<xl8  (38  FR 
20708) .  A  standard  reference  yaloe  Is  re¬ 
quired  to  avoid  consumer  confusion  and 
imdue  labeling  costs.  Therefore,  this  nu¬ 
tritional  quality  guideline  Is  based  (m  the 
U.S.  RDA  table  listed  in  S  1.17  (21  CFR 
1.17).  The  amounts  of  nutrients  presait 
in  a  fortified  ready-to-eat  breakfast 
cereal  shall  be  described  in  its  labeling  as 
required  by  §  1.17. 

The  NAS/NRC  Committee  did  not 
re(XNnmend  requiring  a  specific  level  of 
protein  in  this  class  of  f(xxi  product.  The 
NAS/NRC  Committee  pointed  out  that 
different  cereal  grains  contain  varying 
amounts  and  qualities  of  protein.  Fur¬ 
ther,  it  stress^  the  adverse  effect  of 
millhig  on  protein  quality.  Tlie  NAS/ 
NRC  Committee  also  pointed  out  that 
the  surveys  listed  previous  do  not 
implicate  protein  deficiency  as  a  public 
health  problem  in  the  United  States. 
Breakfast  cereals  are  not  conmuxxly 
viewed  as  major  sources  of  protein.  For 
these  reasons,  the  Commisskmer  con¬ 
cludes  that  protein  should  be  Included 
In  the  guideline  only  on  an  optional 
basis. 

The  NAS/NRC  Committee  recom¬ 
mended  a  weighting  factor  for  the 
protein  present  related  to  the  protein 
efficiency  ratio  (PER).  The  difficulties 
and  costs  of  such  determinations,  to¬ 
gether  with  the  questions  concerning 
their  application  in  human  nutrition, 
are  discussed  in  detail  In  the  two  pre¬ 
ambles  to  the  nutrition  labeling  regula¬ 
tion  (21  CFR  1.17)  published  in  the 
Federal  Register  of  January  19  and 
March  14,  1973  (38  FR  2125  and  6951). 
Protein  quality  will  be  handled  in  this 
guideline  as  it  Is  in  S  1.17.  The  adult 
UB.  RDA  Is  65  grams  if  the  PER  of  the 
protein  in  the  product  is  less  than  that 
of  casein.  ITils  is  expected  to  be  the  case 
for  most  cereal  proteins  that  are  not 
so  badly  damaged  that  their  PER  is 
below  20  percent  of  that  of  casein.  In 
accordance  with  §  1.17(c)  (7)  (11)  (b).  the 
protein  content  of  products  with  PER 
values  below  20  percent  of  that  of 
casein  cannot  be  considered  as  provid¬ 
ing  any  part  of  the  n.S.  RDA. 

The  NAS/NRC  Committee  advised 
that  most  cereals  are  eaten  with  milk  by 
a  wide  variety  of  people  and  that  1 
ounce  of  cereal  could  logically  be  con¬ 
sidered  a  serving.  The  Commissioner 
has  encouraged  industry  to  establish 
uniform,  reasonable  serving  sizes  for 
the  purposes  of  nutrition  labeling, 
because  diversity  in  such  sizes  will  make 
nutrient  comparisons  among  competing 
products  impossible.  The  Commissioner 
concludes  that  a  reasonable  serving  size 
is  1  ounce,  except  that  a  serving  size  for 
a  single  service  container  shall  be  the 
amount  In  the  container. 

The  NAS/NRC  Committee  com¬ 
mented  fmther  that  a  reasonable 
amoimt  of  milk  served  with  a  1  ounce 
serving  of  cereal  would  be  about  4  fluid 
ounces.  The  Commissioner  agrees.  As 
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provided  in  S  1.17,  nutrition  labeling  may 
contain  a  column  describing  the  nutrient 
ccmtent'of  a  serving  of  cereal  plus  a 
spc«l^  amount  of  milk  (and  sugar). 
11  such  a  second  column  Is  listed, 
the  amount  and  type  of  milk  (and  the 
amount  of  sugar)  must  be  specified. 
The  Commissioner  proposes  to  specify  4 
fluid  ounces  of  milk  for  the  purposes  of 
such  labeling. 

The  protein  supplied  by  the  whole 
milk  is  obviously  capable  of  meeting  or 
exceeding  the  PEIR  of  casein.  Hence,  the 
U.S.  RDA  for  the  protein  in  the  milk 
is  45  grams.  The  NAS/NRC  Committee 
suggested  that,  due  to  normal  consump¬ 
tion  patterns,  the  PER  value  of  major 
Interest  is  that  of  the  mixture  of  cereal 
and  milk.  Although  this  is  certainly 
true,  it  is  difficult  to  specify  or  enforce 
from  a  compliance  viewpoint. 

For  the  purposes  of  nutrition  labeling, 
a  method  to  obviate  extensive  PER 
detenu  inatirm  is  specified.  The  per¬ 
centage  of  the  UB.  RDA  for  protein 
supplied  by  a  specified  mixture  of 
co^  and  milk  will  be  determined  by 
adding  together  the  percentages  of  the 
UB.  RDA  for  protein  provided  by  the 
cereal  and  milk  alone.  The  UB.  RDA 
of  the  cereal  protein  will  normally  be 
65  grams  and  the  UB.  RDA  of  the  milk 
protein  will  be  45  grams.  It  Is  realized 
that  PER  values  commonly  are  not  ad¬ 
ditive.  However,  to  compute  the  per¬ 
cent  of  the  UB.  RDA  of  the  total 
amount  of  protein  present  in  cereal  plus 
milk  using  only  t^  PER  of  the  milk 
protein  is  not  reasonable,  since  to  do  so 
would  permit  claims  of  a  greater  PER 
value  for  the  cereal  protein  than  is 
actually  present. 

The  NAS/NRC  Committee  expressed 
the  belief  that  “presweetened  cereals'’ 
result  in  imdue  dilution  of  cereal  nutri¬ 
tion  with  sugar.  The  consumptlim  of 
sugar  in  the  United  States  has  Increased 
over  an  extended  period  of  time.  How- 
ev&r,  considerable  data  show  that  pre¬ 
sweetened  cereals  contribute  only  a  small 
amount  to  this  overall  consumptlim  and 
in  some  cases  only  replace  sugar  that 
would  be  added  by  the  consumer.  (“Food 
Consumption,  Prices,  and  Expenditures,” 
Supplement  for  1972  to  Agricultural  Eco¬ 
nomic  R^xirt  No.  138,  USDA,  Economic 
Research  Service.  “A  Study  of  Breakfast 
and  Cereal  Nutrition”  presented  by  Gen¬ 
eral  Mills,  Inc.  to  the  Food  and  Drug 
Administration,  September  7, 1973.  Cop¬ 
ies  of  these  documents  are  on  public 
display  in  the  office  of  the  Hearing 
Clerk).  It  appears  unreasonable,  there¬ 
fore,  to  restrain  fortification  of  such 
products  by  excluding  them  from  this 
guideline  when  they  are  used  in  a  fash¬ 
ion  very  similar  to  other  breakfast  ce¬ 
reals.  Accordingly,  this  section  is  appll- 
*  cable  to  presweetened  cereals. 

A  majm:  purpose  of  nutritional  quality 
guidelines  is  to  prevent  nutrient  “horse¬ 
power”  races — the  essentially  useless  ad¬ 
dition  of  nutrimts  to  a  food  to  give  a 
false  appearance  of  nutritional  superi¬ 
ority.  Accordingly,  while  the  regulation 
does  not  restrict  the  nutrients  that  may 
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be  listed  if  naturally  present,  21  CFR 
100.1(f)  requires  a  label  statement  ex¬ 
plaining  that  the  addition  oi  nutrients 
different  from  those  listed  in  the  guide¬ 
line  is  regarded  by  the  government  as 
imnecessary  and  inapprc^iriate.  Consum¬ 
ers  who  are  Interested  in  such  difference 
because  of  specific  needs  or  beliefs  can 
readily  makw  their  choice  of  product  by 
reading  the  information  panel  on  the 
label.  For  example,  if  a  fortffied  breakfast 
cereal  naturally  contains  6  percent  of 
the  U.S.  RDA  of  vitamin  E  per  serving, 
this  nutrient  content  may  be  listed  on 
the  inf  ormaticm  paneL 

A  ready-to-eat  breakfast  cereal  to 
which  is  added  any  nutrient  at  a  level 
which  falls  within  the  dietary  supide- 
ment  range  established  in  §  80.1  (21  CFR 
80.1)  is  subject  to  the  provisions  of  that 
section,  and  thus  is  not  subject  to  the 
proposed  nutritional  quality  guideline  for 
this  class  of  food. 

Dietary  supplements  that  are  prepared 
In  the  form  of  breakfast  cereals  shall 
conform  to  the  labeling  established  in 
S  1.17(c)  including  the  order  for  listing 
vitamins  and  minertds  and  the  location 
of  the  information  panel  established  in 
§S  1.17(c)  (7)  (iv)  and  1.8d.  They  shall 
(x>mply  in  all  other  respects  with  the  re¬ 
quirements  of  21  CFR  M.l. 

The  NAS/NRC  Committee  pointed  out 
that  there  are  several  cereals  with  little 
or  no  vitamin  or  mineral  fortificatioa  but 
which  are  good  sources  of  some  vitamins 
and  trace  minerals.  This  proposal  is  not 
designed  to  restrict  production  of  break¬ 
fast  cereals  with  naturally  occurring 
amounts  of  vitamins  and  minerals  lower 
or  highw  than  those  contained  in  this 
pn^xised  guideline,  provided  they  are 
labeled  in  accordance  with  applicable 
sections  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act.  Oreals  containing  added 
nutrients  or  for  which  nutrition  claims 
are  made  shall  conform  with  the  full  re¬ 
quirements  of  1 1.17. 

Elsewhere  in  this  issue  at  the  Fedexal 
Registex  the  Commissioner  is  proposing 
general  principles  for  the  addition  of 
nutrients  to  f(X)ds  wherein  the  terms 
“fortiflcatiMi”  and  “fortified”  are  de- 
fine(L  That  proixisal  specifies  that  no  la¬ 
bel  claims  regarding  added  nutrients  will 
be  permitted  unless  such  additlcm  (8)  con¬ 
stitutes  at  least  10  percent  (ff  the  UB. 
RDA  for  the  nutrient(s) .  Since  ready-to- 
eat  breakfast  cereals  which  meet  the  pro¬ 
posed  guideline  are  “fortified"  accord¬ 
ing  to  the  definition  cimtained  in  that 
proposal,  and  since  the  nutrients  are 
added  at  levels  greater  than  10  percent 
of  the  U.S.  RDA,  use  of  the  term  “forti¬ 
fied”  far  such  products  is  proper. 

TTierefore,  pursuant  to  provtslons  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a).  52  Stat.  1040- 
1042  as  amended,  1047-1048  as  ammded. 
1055  (21  U.S.C.  321,  343,  371(a))).  and 
under  authority  delegated  to  the  Com¬ 
missioner  of  Food  and  Drugs  (21  CFR 
2.120)  it  is  proposed  that  Part  100  be 
amended  by  adding  a  new  section  to  Sub¬ 
part  B,  as  follows: 
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S  100.10  Fortified  readj^-to^at  break* 
fast  eereala. 


(a)  In  order  to  be  eligible  to  bear  the 
guideline  statement  set  forUi  in  S  100.1 

(b).  a  ready-to-eat  breakfast  cereal 
described  in  paragraph  (d)  of  this  section 
shall  contain  the  following  vitamins  and 
minerals  in  the  amounts  prescribed: 


Nntiieut 

Per  serving 

Amount 

Percent 
U.8.  BDA 

AS 

10 

Vitamin  A  (lU) . 

l,2o0 

.38 

25 

2.5 

.2A 

15 

Nladn  CmilUirreins) . . . 

Cakdiun  (milBgrams) . . . 

SO 

150 

4.6 

25 

15 

25 

VlWBlB  Bi  (milhgrams) . 

Fobs  add  (/•k)... _ _ _ 

.5 

.1 

100 

25 

25 

25 

a.8 

25 

_ 

(b)  A  serving  shall  be  1  oimce,  except 
that  a  serving  for  a  single  service  con¬ 
tainer  shall  be  the  amount  in  the  con¬ 
tainer.  A  serving  of  milk  with  ready-to- 
eat  breakfast  cereal  shall  be  4  fluid 


ounces. 

(c)  Protein,  magnesium,  and  zinc  are 
optional  nutrients  for  fortification.  If 
they  are  added,  the  total  quantities  pres¬ 
ent  in  the  food  shall  be  at  least  at  the 
levels  specified  in  paragraph  (a)  of  this 
section. 

(d)  Protein  content  shall  not  be  listed 
when  the  protein  efficiency  ratio  (PER) 
is  less  than  20  percent  of  the  PER  of 
casein. 

(e)  The  cereal  products  subject  to  this 
regulation  are  those  manufactured  for 
use  as  ready-to-eat  breakfast  cereals.  For 
Uie  pmrposes  of  this  section  the  term 
“cereal”  includes  food  products  made 
from  the  seeds  of  grains  and  similar 
plants  and  from  oilseeds. 

(f)  A  ready-to-eat  breakfast  cereal 
which  meets  this  guideline  may  bear  the 
term  “fortified”  as  part  of  its  name. 

(g)  A  ready-to-eat  breakfast  cereal 
that  contains  any  nutrient  at  a  level 
which  falls  within  the  dietary  supplement 
range  established  in  §  80.1  of  tl^  chap¬ 
ter  is  subject  to  the  requirements  of 
1 80.1  and  is  not  subject  to  this  section. 
Any  such  product  shall  conform  to  the 
labeling  requirements  of  S  1.17(c)  and 
shall  comply  in  all  other  respects  with 
the  requirements  of  §  80.1. 

(h)  When  the  dual  declaration  of  nu¬ 
trient  content  of  cereal  plus  milk,  pro¬ 
vided  in  S  1.17(d)  (2)  of  this  chapter,  is 
used  in  the  nutrition  labeling  of  a  prod¬ 
uct  which  meets  this  guideline,  the  per¬ 
centage  of  the  U.8.  RDA  for  protein  pro¬ 
vided  by  the  cereal  plus  milk  mixture 
shall  be  the  sum  of  the  percentage  of  the 
U.S.  RDA  for  protein  provided  by  the 
cereal  alone  and  the  percentage  provided 
by  the  milk  alone. 

(i)  The  provisions  of  this  section  are 
not  applicable  to  a  ready-to-eat  break¬ 
fast  cereal  product  represented  as  an 
infant  cereal. 


Interested  persons  may,  on  or  before 
August  13.  1974,  file  with  the  Hearing 
Clerk,  FO(^  and  Drug  Administration, 


Rm.  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintupllcate)  regarding  thu  pro¬ 
posal.  Comments  may  be  accompanied 
by  a  memorandum  or  brief  to  su]n>ort 
thereof.  Received  comments  may  be  seen 
to  the  above  office  during  working  hours. 
Monday  through  Friday. 

Dated:  June  7, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Druus. 

(FR  Doc.74-13472  Filed  S-13-74;8:45  am) 


[21  CFRPart  100] 

GENERAL  PRINCIPLES  GOVERNING  THE 
ADDITION  OF  NUTRIENTS  TO  FOODS 

Notice  of  Proposed  Rule  Making 

The  Commissioner  of  F(X)d  and  Drugs 
has  promulgated  a  series  of  regulations 
related  to  the  nutritional  quality  of  foods 
to  recent  months.  The  regulations  have 
included  nutrition  labeling  under  $1.17 
(21  CFR  1.17) ,  fat,  fatty  acid,  and  cho¬ 
lesterol  labeling  xmder  S  1.18  (21  CFR 
1.18),  imitation  foods  under  §  1.8(e)  (21 
CFR  1.8  (e) ) ,  special  dietary  foods  under 
Part  125  (21  CFR  Part  125) .  nutritional 
quality  guidelines  under  Part  100  (21 
CTR  Part  100),  dietary  supplements  of 
vitamins  and  minerals  under  S  80.1  (21 
CFR  80.1),  and  amino  acid  addition  to 
foods  under  §  121.101  (21  CFR  121.101). 
Other  existing  standards  of  Identity  per¬ 
mit  or  require  addition  of  vitamins,  min¬ 
erals,  and  protein  to  foods  to  order  to 
improve  the  nutritional  quality  of  the 
product,  e.g.,  enriched  fiour  under  S  15.10 
(21  CFR  15.10). 

During  the  development  of  regulations 
related  to  nutrition,  it  became  ai^arent 
that  there  is  a  need  to  define  and  publish 
the  principles  governing  the  addition  of 
vitamins,  minerals,  and  protein  to  food. 

The  CommlssifHier  concludes  that  a 
separate  standard  of  identity  for  each 
food  to  which  a  vitamin,  mineral,  and/or 
protein  may  pn^rly  be  added  is  neither 
practicable  nor  appropriate.  The  Com¬ 
missioner  has  also  determined  that  a 
single  standard  of  Identity  listing  all 
foods  to  which  a  vitamin,  mineral,  and 
protein  may  properly  be  added;  is 
unnecessarily  Infiexlble  to  light  of 
developing  knowledge  about  nutrition. 
Accordingly,  in  the  Federal  Register  of 
January  19,  1973  (38  FR  2153)  the  Com¬ 
missioner  announced  his  intention  to 
hold  in  abeyance  the  portion  of  the 
1968-1970  special  dietary  food  regulation 
hearings  relating  to  vitamin-  and  min¬ 
eral-fortified  foods,  identity,  and  label 
statements,  under  §  80.2,  pending  experi¬ 
ence  imder  nutritional  quality  guidelines. 

The  general  principles  for  the  estab¬ 
lishment  of  such  nutritional  quality 
guidelines  were  proposed  to  the  Federal 
Register  of  December  23,  1971  (36  FR 
24822)  and  promulgated  to  the  Federal 
Register  of  March  14.  1973,  (38  FR 
6969).  The  Commissioner  has  concluded 
that  it  is  now  appropriate  to  establish 
general  principles  governing  the  addition 
of  vitamins,  minerals,  and  protein  to 


food,  which  will  serve  as  the  basis  on 
which  the  Food  and  Drug  Administration 
will  permit  such  nutrient  addition  in 
the  future. 

The  addition  of  vitamins  and  minerals 
to  foods  was  first  undertaken  as  a  public 
health  measure  to  prevent  the  develop¬ 
ment  of  deficiency  diseases  that  afflicted 
large  segments  of  the  public.  As  the 
causes  of  such  diseases  as  goiter  and 
rickets  were  identified,  the  addition  of 
specific  nutrients  to  food  was  recom¬ 
mended.  The  success  of  this  program  has 
been  widely  recognized  ancl  acclaimed. 
The  addition  of  iodine  compounds  to  salt 
over  fifty  years  ago,  which  has  ended  a 
widespread  goiter  problem,  is  a  good  ex¬ 
ample  of  consvuner  benefits  from  this 
type  of  program. 

The  addition  of  nutrients  to  foods  has 
been  evaluated  by  many  public  health 
and  nutrition  authorities.  It  is  generally 
concluded  that  such  programs  have  pro¬ 
vided  a  safeguard  to  national  diets  and 
have  been  effective  to  reducing  the  prev¬ 
alence  of  deficiency  diseases  to  many 
countries.  Such  programs  remain  val¬ 
uable  today,  provided  sufficient  informa¬ 
tion  is  available  to  identify  the  nutrition 
problem,  to  define  affected  population 
groups,  and  to  designate  suitable  foods 
to  act  as  vehicles  for  the  added  nutrients. 

The  basic  principle  that  dietary  de¬ 
ficiency  disease  can  be  prevented  by  ap¬ 
propriate  addition  of  nutrients  to  foods 
has  been  best  described  to  “Improvement 
of  Nutritive  Quality  of  Poods.”  a  Joint 
policy  statement  by  the  Food  and  Nu¬ 
trition  Board  of  the  National  Academy  of 
Sciences-Natlonal  Research  Council 
(NAS/NRC)  and  the  Coimcil  on  Foods 
and  Nutrition  of  the  American  Medical 
Association  (AMA)  published  to  the 
Journal  of  the  American  Medical  Asso¬ 
ciation.  205:868-869.  Sept.  16,  1968.  This 
statement  has  been  retained  to  the  more 
recent  report.  “Improvement  of  the 
Nutritive  Quality  of  Foods,  General 
Policies”  of  the  Cotmcll  on  Foods  and 
Nutrition,  published  to  the  Journal  of  the 
American  Medical  Association.  225:1116- 
1118,  August  27,  1973,  and  to  the  state¬ 
ment.  “General  Policies  to  Regard  to 
Improvement  of  Nutritive  Quality  of 
Poods,”  prepared  by  the  Food  and  Nu¬ 
trition  Board  of  the  NAS/NRC,  released 
on  August  23,  1973.  Copies  of  these 
statements  are  on  file  with  the  Hearing 
deik.  The  practical  application  of  the 
principles  stated  by  these  two  groups 
is  given  in  the  following  (luotation  from 
the  1968  statement: 

The  avaUabUlty  and  low  cost  of  nutrients 
produced  industrially  and  the  advances  in 
food  technology  have  enhanced  the  potential 
for  the  improvement  of  existing  foods  and 
for  the  formulation  of  new  foods.  Enrich¬ 
ment,  fortification,  and  restoration  of  nutri¬ 
tional  value  of  certain  foods  have  been  en¬ 
dorsed  by  the  Coimcil  on  Foods  and  Nutri¬ 
tion  and  the  Food  and  Nutrition  Board. 
Specifically,  the  foUowlng  practices  in  the 
United  States  continue  to  be  endorsed:  The 
enrichment  of  fiour.  bread,  degerminated 
com  meal,  com  grits,  whole  grain  com  meal, 
and  white  rice  (with  thiamine,  ribofiavin, 
niacin,  and  iron) ;  the  retention  or  restoration 
of  thiamine,  ribofiavin,  niacin,  and  iron  in 
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processed  food  cereals;  the  addlUoa  of  vita¬ 
min  D  to  milk,  fluid  Skim  mUk,  and  nonfat 
dry  milk:  the  addition  of  vitamin  A  to  mar¬ 
garine,  fluid  skim  milk,  and  nonfat  dry  milk; 
and  the  addition  of  Iodine  to  table  salt.  The 
protective  action  of  fluoride  against  dental 
carles  Is  recognized  and  the  standardised 
addition  of  fluoride  to  water  Is  endorsed  In 
areas  in  which  the  water  simply  has  a  low 
fluoride  content. 

The  Commissioner  is  aware  that  per¬ 
mitting  the  addition  of  nutrients  to  foods 
solely  (m  the  basis  of  an  identified  defi¬ 
ciency  disease,  or  of  the  probability  that 
It  will  develop  because  of  a  basic  nutri¬ 
ent  deficiency  in  the  food  supply,  would 
be  unduly  restrictive.  With  the  i^reased 
use  of  convenience  foods,  fabrication  of 
foods  from  new  tagredients,  and  substi¬ 
tute  foods,  there  is  a  need  to  maintain 
the  nutritional  quality  of  diets  when 
there  are  changes  in  food  patterns.  When 
evidence  of  a  substantial  change  in  food 
consumption  patterns  has  occurred 
which  results  in  a  less  satisfactory  nu¬ 
trient  Intake  in  the  population,  consid¬ 
eration  must  be  given  to  application  of 
the  prhiciples  of  fortifieation  to  improve 
the  ^et. 

A  new  !  80.2,  to  establish  a  standard 
of  identity  for  all  vitamin-  and  mineral- 
fortified  foods,  was  published  in  the  Fbd- 
BBAL  Registsr  on  JuDC  18.  1866  (31  FR 
8521) .  The  order  was  subsequently  stayed 
because  of  objections  and  requests  for 
pubUo  hearhigs  In  an  order  publi^ed 
December  14. 1866  (31  PR  15730).  A  fur¬ 
ther  order  was  subsequently  published  in 
the  Federal  Register  of  April  8.  1967  (32 
FR  5736) ,  amending  !  80.2  to  add  addi¬ 
tional  classes  of  food.  A  hearing  was 
convened  In  May  1968  and  continued 
tor  two  years,  closing  in  May  1970.  Ex¬ 
tensive  oral  and  documentary  evidence 
was  presented  with  respect  to  the  food 
fortification  policy  enunciated  in  S  80.2. 

In  December  1969,  a  White  House  (7(m- 
ference  on  Food,  Nutrition  and  Health 
was  convened.  The  Report  of  Uie  Confer¬ 
ence  reflected  a  consensus  that  nutrition 
Information  and  food  eonsumption  pat¬ 
terns  are  too  dynamic  to  be  written  down 
In.  or  governed. by,  InfleKiMe  rules,  but 
that  the  Food  and  Ihug  Administration 
should  establish  standards  of  nutritional 
quality  for  all  foods  used  as  a  significant 
port  of  the  diet  to  assiure  a  minimal  nu¬ 
trient  content  in  the  diet. 

After  reviewing  the  portion  of  the  spe¬ 
cial  dietary  food  hemingB  concerning 
fortified  foods  and  the  recommradations 
of  the  White  House  Conference  on  Food, 
Nutrition  and  Health,  the  Commissioner 
concluded  that  it  would  be  in  the  public 
Interest  to  develop  regulations  for  forti¬ 
fied  foods  utilizing  the  approach  of  es¬ 
tablishing  nutritional  quality  guidelines 
for  certain  classes  of  foods,  including 
those  to  which  vitamins,  minerals,  and 
protein  may  be  added,  in  lieu  of  estab¬ 
lishing  standards  of  identity  as  originally 
adopted  in  S  80.2.  The  Commissioner 
therefore  added  a  new  Part  100  for  nu¬ 
tritional  quality  guidelines  for  foods,  and 
established  the  first  nutritional  quality 
guidelines  for  precooked  frozen  conven¬ 
ience  “heat  and  serve"  dinners. 

The  Commissioner  has  also  considered 
the  relation  of  “imitation”  foods  to  nu- 


triti(mal  quality.  In  the  Federal  Register 
of  January  19,  1973  (38  FR  2138) .  a  pro¬ 
posal  was  published  to  define  “imitation'* 
food  in  terms  of  nutritional  content.  The 
proposal  stated  that  nutrients  could  be 
added  to  substitute  foods  in  order  to 
achieve  nutritional  equivalence.  The 
Commissioner  published  an  carder  in  the 
Federal  Register  of  August  2.  1973  (38 
FR  20702),  establishing  §  1.8(e)  which 
defined  “imitation”  and  established  the 
criteria  for  determining  nutritional 
equivalence.  The  preamble  to  the  wder 
stated  that  vitamin  and  mineral  addi¬ 
tions  to  substitute  foods  would  be  per¬ 
mitted  in  order  to  acfiiieve  nutritional 
equivalence  but  cautioned  against  exces¬ 
sive  fortification. 

The  Food  and  Nutrition  Board  of  Itie 
NAS/NRC  and  the  (Council  on  Foods  and 
NutriUon  of  the  AMA  have  also  dis¬ 
cussed  the  need  for  restoring  vitamins 
and  minerals  to  replace  those  lost  In  the 
processing  of  foods.  The  August  23, 1973, 
statement  from  the  NAS/NRC  states  in 
part: 

me  appropriate  selection  of  a  wifle  variety 
of  oouventlonal  foo4s  is  important  In  assur¬ 
ing  adequate  intake  of  aU  essential  nutri¬ 
ents.  It  is,  of  course,  desirable  that  foods 
having  undergone  some  form  of  post-harvest 
processing  eeutaia  the  variety  and  amounts 
of  essential  nutrients  that  were  present  at 
signlflcant  levels  in  the  raw,  preprseessed 
food.  A  significant  level  of  a  nutrient  is  con¬ 
sidered  to  be  6  percent  or  more  of  the  RDA 
of  that  nutrient  In  an  average  serving. 
Restoration  of  nutrients  lost  in  the  process¬ 
ing  of  foeds  has  been  recognized  for  many 
years  as  an  appropriate  method  for  improv¬ 
ing  their  nutritional  value.  Under  circuuA- 
stances  where  restoration  Is  undertaken 
through  the  addition  of  nutrients  as  q;>eclflc 
chemical  entitles,  It  Is  Important  that  aU 
essential  nutrients  present  at  significant 
levels  In  the  original  preprocessed  food  be 
restored  to  the  extent  that  Is  technically 
feasible,  me  nutrient  level  achieved  through 
restoration  should  be  1.0-1 .6  times  pre- 
processed  levels,  me  principle  of  extensive 
restoration  Is  of  special  importance  when  a 
label  claim  for  the  content  of  an  added 
nutrient  Is  made. 

The  basic  coneept  adopted  by  both 
organizations  is  to  restore  significant 
nutrient  levels  of  processed  foods  to  the 
levels  present  In  the  fresh  improcessed 
food.  An  uncontrolled  restoration  could 
result  In  the  addition  of  trivial  amounts 
of  nutrients,  giving  rise  to  misleading 
promotional  claims  but  providing  no 
significant  benefit  to  consumers. 

The  Canadian  Food  and  Drug  Direc¬ 
torate,  In  its  “Trade  Information  Letter” 
No.  351.  April  28,  1971,  proposed  a  pro¬ 
cedure  to  allow  control!^  restoration  of 
nutrients  lost  in  the  course  of  manufac¬ 
turing,  similar  to  the  approach  proposed 
by  the  AMA  and  the  NAS/NRC.  It  states 
that  vitamins,  minerals  and  proteiii 
added  to  traditional  foods  should  be 
present  in  amounts  related  to  the  pur¬ 
pose  (tf  the  addition.  e.g.,  to  r^lace  those 
nutrients  lost  In  the  course  of  good  man¬ 
ufacturing  practice.  If  the  amount  orig¬ 
inally  present  provided  at  least  10  per¬ 
cent  of  the  daily  requirement  of  these 
nutrients  in  a  reasonable  daily  Intake  of 
the  food,  the  amount  added  should  com- 
pmsate  for  that  lost  In  processing.  The 


CHinadian  government  has  been  applying 
this  guideline  since  1971. 

The  concept  of  adding  nutrients  to 
foods  when  such  nutrients  are  lost  in 
processing,  only  when  the  foods  are  rec¬ 
ognized  as  significant  sources  of  the 
nutrients,  appears  to  be  one  acceptable 
approach. 

However,  the  Commissioner  concludes 
that  restoration  of  measurable  nutrient 
loss  for  any  processed  food  is  more  rea¬ 
sonable  and  has  adopted  this  approach 
in  the  proposaL  The  use  of  nutrition 
labeling  imder  §  1.17  requires  that  vita¬ 
min  and  mineral  levels  be  listed  at  3- 
percent  intervals  between  2  and  10  per¬ 
cent  of  the  United  States  Recommended 
Daily  Allowance  (U.S.  RDA)  for  each 
nutrient.  The  level  of  5  percent  of  the 
U.S.  RDA  proposed  by  the  AMA  Council 
on  Foods  and  Nutrition  and  the  NAS/ 
NRC  Food  and  Nutrition  Board  to  deter¬ 
mine  if  a  food  is  a  significant  source  of 
a  nutrient  falls  outside  the  labeling  in- 
cremMits.  Because  2  percent  of  the  n.S. 
RDA  is  sufficiently  important  to  justify 
labeling  increments  at  this  level,  the 
Commissioner  proposes  2  percent  of  the 
n.S.  RDA  as  the  minimum  loss  of  a 
nutrient  during  processing  if  restoration 
is  to  be  permitted.  Thus,  restoration  of 
trivial  amounts  of  nutrients  will  not  be 
permitted,  since  such  a  practice  would  be 
misleading  and  deceptive. 

The  Commissioner  also  proposes  te 
permit  the  addition  of  nutrients  to  cer¬ 
tain  classes  of  foods  if  addition  of  the 
nutrient  is  necessary  to  raise  the  nutri¬ 
tional  quality  of  the  food  up  to  the  nu- 
tritioned  level  appropriate  for  that  class 
of  food  based  upon  the  best  available  sci¬ 
entific  data  on  food  consumption,  nutri¬ 
tion  needs,  and  dietary  habits. 

The  White  House  Conference  en  Food, 
Nutrition  and  Health  recommended  vita¬ 
min  and  mineral  fortification  based  on 
ealoric  content.  The  NAS/NRC  Commit¬ 
tee  which  developed  the  initial  nutri¬ 
tional  quality  guideline  reports  also  sug¬ 
gested  that  nutrient  levels  in  some  foods 
should  be  related  to  the  caloric  contribu¬ 
tion  of  the  food.  Following  such  a  pat¬ 
tern,  nutrient  additions  would  be  con¬ 
trolled  by  restricting  the  level  of  any 
added  nutrients  to  the  percentage  of  the 
US.  RDA  equal  to  the  caloric  cimtribu- 
tion  of  the  food  to  a  daily  calorie  stand¬ 
ard.  The  Commissioner  proposes  to  set 
the  daily  calorie  standard  at  2800  kilo¬ 
calories.  Thus,  a  food  which  contributes 
280  kilocalories  per  serving  (10  percent  of 
the  daily  calorie  standard)  could  have 
vitamins,  minerals,  and  protein  added 
per  serving  to  a  level  equal  to  10  percent 
ef  the  U.S.  RDA.  This  approach  will  pre¬ 
vent  irrational  fortification  or  fortifica¬ 
tion  to  unduly  high  levels  or  levels  which 
would  make  the  products  dietary  supple¬ 
ments.  The  AMA  Council  on  Foods  and 
Nutrition,  in  Its  statement  of  August  27, 
1973,  outlined  its  positiMi  as  follows: 

Nutrient  density  Is  an  expression  of  nutri¬ 
ent  content  In  terms  of  oalOTlc  value  of  a 
serving  of  food  as  related  to  a  standard  such 
as  the  RDA  •  •  •  for  nutrients  and  oalorles. 
For  example,  a  serving  containing  230  kilo¬ 
calories  might  be  referred  to  a  calorie  stand¬ 
ard  of  2,300  kllooalories/day.  In  this  Instance, 
the  food  represents  10  percent  of  the  calorie 


No.  116— Pt.  n - 4 


FEDERAL  REGISTER,  VOL.  39,  NO.  116— FRIDAY,  JUNE  14,  1974 


20902 


PROPOSED  RULES 


value  of  the  standard  and  should  be  ex¬ 
pected  to  contain  this  percentage  of  each  of 
the  nutrients  In  the  standard.  If  a  given  nu¬ 
trient  Is  naturally  present  in  an  amount 
equal  to  three  quarters  or  more  of  that  per¬ 
centage.  no  further  adjustment  Is  needed. 

A  similar  concept  has  been  proposed 
using  protein  content  as  the  food  com¬ 
ponent  for  establishing  the  role  of  the 
food  in  the  diet.  The  mechanism  for  con¬ 
trol  of  vitamin  and  mineral  additions 
would  be  similar  to  that  when  calorie 
content  is  used  as  a  basis  for  controL 
When  protein  1$  used,  protein-free  prod¬ 
ucts  are  eliminated  from  consideration, 
even  when  they  provide  significant  ca¬ 
loric  contributions,  and  no  basic  standard 
is  provided  for  the  addition  of  protein  to 
a  food.  However,  when  calories  are  used 
as  the  basis  for  comparison,  protein  can 
be  considered  as  a  nutrient  and  added 
when  appropriate. 

The  Commissioner  proposes  that  the 
concept  of  relating  vitamin,  mineral,  and 
protein  content  to  caloric  contribution 
either  for  the  addition  of  nutrients  to 
foods,  or  for  establishing  nutritional 
quality,  be  included  in  the  general  regu¬ 
lation  regarding  the  adcUtion  of  nutri¬ 
ents  to  foods.  A  careful  review  of  the  pro¬ 
cedure  as  proposed  by  the  White  House 
Ccmference  and  the  NAS/NRC  Conunit- 
tee  developing  the  nutritional  quality 
gxiidelines  and  in  the  AMA  Ooimcll  on 
Poods  and  Nutrition  statement  indicates 
that  it  can  be  used  not  only  in  control¬ 
ling  the  addition  of  nutrients  to  foods, 
but  also  as  a  means  for  establishing  a 
basic  concept  of  nutritional  quality  for 
fabricated  foods. 

Thus,  the  Commissioner  proposes  to 
allow  the  addition  of  nutrients  to  foods 
using  the  “balanced"  concept  of  adding 
nutrients  in  relation  to  calories.  Such 
nutrient  addition  would  not  be  appropri¬ 
ate,  however,  where  the  desirable 
nutrient  addition  or  composition  of  the 
food  has  already  been  established  by  a 
nutritional  quality  guideline  or  a  food 
standard,  and  the  pr(^x)sal  therefore  ex¬ 
cludes  these  foods  from  this  form  of 
fortlflcation.  Thus,  white  bread  would  be 
required  to  be  enriched  pursuant  to  the 
existing  food  standard,  if  any  nutrients 
are  added,  and  could  not  be  fortified 
under  the  balanced  nutrient  approach. 
Manufacturers  wishing  to  use  the 
balanced  nutrient  approach  to  fortifica¬ 
tion  must  carefully  consider  the  criteria 
established  in  the  regulation.  Where  ap¬ 
propriate.  consumers  or  manufacturers 
may  also  petition  the  Commissioner  to 
establish  a  nutritional  guideline  or  a 
standard  of  identity. 

For  the  purposes  of  nutrient  addition 
to  achieve  “balanced"  nutrition,  the 
Commissioner  proposes  that  a  calorie 
level  of  2800  kilocalories  be  set  as  a  dally 
standard,  and  that  the  vitamin  and 
mlneial  levels  be  those  established  imder 
8  1.17(c)  (7)  (Iv).  The  protein  levels  will 
be  the  same  as  those  established  under 
1 1.17(c)  (7)  (ii)  (a).  The  mrotein  levels  to 
be  used  to  calculate  the  protein  per  100 
kilocalories  would  be  65  grams  for  protein 
with  a  protein  efficiency  ratio  (PER)  less 
than  casein  but  more  than  20  percent 
that  of  casein  and  45  grams  for  protein 


with  a  PER  equal  to  or  greater  than  that 
of  casein.  The  PER  shall  be  determined 
by  the  appropriate  method  in  “Official 
Methods  of  Analysis  of  the  Association  of 
Official  Analjrtk^  Chemists,"  11th  edl- 
ticm,  (1970).'  A  table  giving  the  nutrient 
levels  per  100  kilocalories  included  in  the 
propo^  is  as  follows: 


AdnMasnd  ebfldran 

Unftot 

OT«r  4  TT 

Natitent 

messim- 

iiMnt 

U.S.  Per  100 

RDA  kexl 

Piotrin - Oruns _ :  *85.0  XS2 


Do _ 

. d«>__ 

45.0 

LSI 

Vltemin  A _ _ 

„  lU . 

Aooao 

178 

VitemlD  C _ 

Minimtimi .  . 

oao 

X14 

Lfi 

.064 

RiboOxTln _ _ _ do _ .• 

L7 

.061 

Ntecln. 

sao 

.72 

Caldmn. _ _ 

...  Qrams _ ; 

1.0 

.OM 

l&O 

.64 

_.  lU . 

400.0 

148 

Vttemln  E _ 

. . do _ ; 

sao 

467 

VJtemin  B« _ 

xo 

.071 

—do 

.4 

.014 

Vitemln  _ 

-  f« .  • 

AO 

.n 

Phoaphorns... 

..  Orams _ ; 

1.0 

.OM 

IwMne . M . ^  UaO  (,>6 

MagDcrism. . MilUerams..  400.0  14  S 


.  .....do.. 

XO 

.071 

.8 

.011 

Pantotbeolc... 

_ _ _ 

lao 

.807 

>  If  the  protein  eActency  ratio  of  proMte  !■  Mptel  to  or 
better  tbw  that  of  casein,  U.8.  RDJLlatig. 

In  the  past,  the  addition  ot  a  vitamin 
or  mineral  to  a  food  has  resulted  in  the 
food  being  defined  as  a  “special  dietary 
food."  This  approach  was  adopted  to  en¬ 
sure  that  su^  foods  would  contain 
specific  label  information  about  the  par- 
ticidar  nutrient(s)  involved,  pursuant  to 
regulations  promulgated  in  21  CFR  Part 
125.  Virtually  all  of  the  foods  previously 
categorized  as  special  dietary  foods  for 
purposes  of  requiring  nutrient  labeling 
have  been  intended  for  consumption  by 
the  general  population  and  not  by  any 
particular  small  segment  of  it.  Wi^  the 
devel(8?ment  of  nutrition  labeling  under 
1 1.17,  it  is  no  longer  necessary  to 
regulate  nutrient  labeling  of  these  gen¬ 
eral  purpose  foods  tmder  the  provisions 
of  the  law  relating  to  special  dietary 
foods. 

For  some  products,  general  nutrition 
labeling  under  1 1.17  is  inaroropriate  and 
very  specific  special  dietary  fo(^  labeling 
under  21  CFR  Part  125  has  been  retained. 
These  foods  were  exempted  from  i  1.17  in 
the  final  regulation.  Su^  exempted  foods 
Include  certain  Infant  foods  for  which 
s^Tarate  labeling  has  been  promulgated 
in  i  125.5:  dietary  supi^ments  of 
vitamins  and  minerals,  subject  to  a 
standard  of  identity  in  8  80.1;  any  food 
intended  for  use  as  the  sole  iton  of  the 
diet,  for  which  specific  special  dietary 
food  labeling.  Including  in  some  cases 
unino  add  composition,  is  approprate 
under  21  CFR  Part  125;  and  foods  r^ 
resented  for  use  solely  under  medical 
supervision  to  meet  nutritional  require¬ 
ments  in  specific  medical  conditions,  such 
as  foods  for  the  dietary  management  of 


*  Copies  may  be  obtained  from:  Association 
of  Analytical  Chemlsta,  P.O.  Box  640,  Ben 
Franklin  Station,  Washington.  DC  20044. 


inborn  errors  of  metabolism,  for  which 
specific  special  dietary  food  labeling  is 
also  more  appropriate  under  21  CFR 
Part  125.  In  each  of  these  Instances,  the 
broad  approach  adopted  for  nutrition 
labeling,  which  is  clearly  desirable  for 
general  consumer  use.  is  inappropriate 
because  of  the  need  for  ntore  detailed  and 
specific  information  and  because  the  tjrpe 
of  product  involved  is  more  readily  sus¬ 
ceptible  to  precise  quality  control  of  the 
nutrient  levels. 

Thus,  the  addition  of  a  vitamin,  min¬ 
eral.  or  protein  to  food,  unless  included 
in  one  of  the  above  exemptions,  will  not 
result  in  that  food  being  con^dered  a 
special  dietary  food  for  labeling  purposes. 
Such  addition  of  a  nutrient  will  Instead 
require  full  nutrition  labeling  under 
8  1.17. 

Over  the  years,  several  terms  have 
been  used  to  describe  the  different  pur¬ 
poses  for  addition  of  nutrients  to  foods, 
i.e.,  enrichment,  restoration,  and  fortifi¬ 
cation. 

The  term  “enrichment"  usually  is  de¬ 
fined  as  the  addition  of  one  or  more  nu¬ 
trients  to  a  food  in  order  to  increase  the 
consumption  of  those  nutrients  by  the 
general  population  or  a  defined  segment 
of  the  population.  The  nutrients  added 
to  the  food  are  higher  levels  of  those  nu¬ 
trients  already  present  in  the  food.  The 
best  example  of  enrichment  is  bread  and 
flour.  The  term  enrichment  has  often 
been  Incorporated  into  the  name  of  the 
food  to  which  the  nutrients  have  been 
added,  e.g.,  “oariched  bread,”  “enriched 
flour." 

“Restoration"  Is  the  addition  of  nutri¬ 
ents  to  conventional  foods  in  order  to 
restore  nutrients  lost  during  processing. 
The  level  of  the  restored  nutrient  Is  ap¬ 
proximately  the  same  as  Is  present  nat¬ 
urally  In  the  product. 

“PortiflcatlOT"  has  been  used  to  de¬ 
note  the  addition  of  one  or  more  nutri¬ 
ents  to  a  food  whether  or  not  they  are 
naturally  present.  The  terms  “vitamin 
added"  or  “with  added  vitamins  and 
minerals"  as  well  as  the  term  “forttfled" 
have,  at  times,  been  used  to  Identify  for- 
tlfled  products.  This  definition  overlaps 
that  given  to  “enrichment,"  and  would 
permit  the  same  food  to  be  labeled  as 
“enriched"  or  “forttfled."  This  could  re¬ 
sult  In  consumer  eonfusioa. 

The  Commissioner  proposes  to  limit 
the  use  of  the  word  “fortified"  to  those 
situations  where  nutrients  are  added  to  a 
food  which  does  not  naturally  contain 
thoee  nutrients.  Since  the  addition  of 
several  nutrients  to  a  food  can  occur, 
the  addition  of  any  one  nutrimt,  not 
naturally  present  in  the  food,  shall  re- 
quhe  that  the  term  “fortifled"  be  used 
even  If  other  nutrients  are  added  which 
are  naturally  mesent  in  the  food. 

While  the  terms  stated  above  (“en¬ 
riched,"  “restored,"  "fortified”)  can  be 
defined  so  they  have  specific  meanings, 
they  have  often  been  used  Interchange¬ 
ably  and  thus  the  consumer  probably  ac¬ 
cepts  all  as  indicating  sim^  that  the 
nutrittonal  quality  has  been  improved  by 
the  addition  cf  a  nutrient. 

The  CommlMioner  proposes  to  define 
theee  terms  as  set  forth  above  so  that 
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they  will  be  used  properly  in  labeling  and 
interested  persons  will  be  able  to  dis¬ 
tinguish  between  them. 

The  Commissioner  emphasizes  that 
the  publication  of  this  proposed  regula¬ 
tion  on  the  addition  of  nutrients  to  foods 
is  not  intended  to  encourage  the  indus¬ 
try  to  put  vitamins,  minerals,  or  protein 
into  every  food.  The  addition  of  a  nu¬ 
trient  to  a  food  must  conform  to  the 
principles  in  the  proposed  regulation, 
and  provide  consiuners  with  reasonable 
benefit  without  misleading  them  into  be¬ 
lieving  that  the  food  with  added  nutri¬ 
ents  will  ensure  a  complete  diet.  The  pro¬ 
posed  regulation,  therefore,  pro^^es 
that,  if  the  addition  of  a  nutrient(s)  to 
a  food  is  contrary  to  the  regulation,  the 
food  to  which  the  nutrient(s)  is  added 
is  required  to  bear  a  prominent  state¬ 
ment  that  the  nutrient(s>  added  has 
been  determined  by  the  U.S.  Government 
to  be  unnecessary  and  inappropriate. 

The  Commissioner  also  proposes  to 
amend  S  100.1  to  provide  that  any  food 
which  would  otherwise  be  required  to  be 
labeled  with  the  statement  specified  in 
S  100.1(f)  will  not  be  required  to  be  so 
labeled  if  the  nutrient  (s)  is  added  to  the 
product  in  accordance  with  1 1.8(e)  of 
this  chapter  to  avoid  being  an  imitation. 

In  order  to  prevent  labeling  claims  for 
the  addition  of  measurable  amounts  of 
nutrients  to  foods  which  do  not  reach 
the  level  of  substantial  nutritional  “sig¬ 
nificance,"  the  Commissioner  proposes 
to  prohibit  claims  concerning  the  addi¬ 
tion  of  any  nutrient  for  purposes  of  en¬ 
richment,  fortification,  or  restoration, 
or  the  balanced  nutrition  concept  luUess 
such  addition  is  equal  to  or  in  excess  of 
10  percent  of  the  UjS.  RDA  per  serving. 
Also,  in  order  to  prevent  labeling  claims 
which  might  result  in  a  substitute  food 
being  represented  as  superior  to  the  food 
which  it  resembles  because  of  nutrients 
added  to  prevent  nutritional  inferiority, 
the  proposed  regulation  prohibits  label¬ 
ing  claims  concerning  the  addition  of  nu¬ 
trients  to  such  foods. 

These  two  prohibitions  apply  only  to 
claims  relating  directly  to  the  addition  of 
nutrients,  and  in  no  way  prohibit  claims 
on  the  total  nutrient  content  the  food 
itself.  Thus,  the  label  for  a  product  to 
which  less  than  10  percent  of  the  n.S. 
RDA  of  a  nutrient  is  added  could  not 
declare  the  product  to  be  “fortified”  or 
“enriched”  or  “restored,”  or  otherwise 
state  or  imply  that  nutrients  have  been 
added.  On  the  other  hand,  there  would  be 
no  prohibition  for  label  statements  on 
such  products  which  accurately  claim 
that  the  product  contains  a  specified 
amount  of  the  nutrient,  e.g..  “contains  6 
percent  of  the  U.S.  RDA  of - ”. 

In  order  to  make  it  possible  to  make 
nutrient  claims  for  foods  which  do  con¬ 
tain  at  least  10  percent  or  more  of  the 
UB.  RDA  of  nutrients  added  for  the  pur¬ 
poses  of  enrichment,  restoration,  or  forti¬ 
fication,  the  Commissi(mer  proposes  to 
amend  paragraph  (d)  to  allow  claims  to 
be  made  on  the  labels  of  foods  which 
comply  with  the  guidelines  established  in 
Subpart  B. 

The  section  on  general  principles  of 
the  regulations  on  nutritional  quality 


guidelines,  S  100.1  (21  C^FR  100.1) ,  does 
not  state  specifically  whether  nutritional 
quality  guidelines  apply  only  to  non- 
standardized  foods  or  to  standardized 
foods  as  well.  In  the  preamble  to  the 
proposal  to  establish  a  nutritional  quall^ 
guideline  for  breakfast  beverage  prod¬ 
ucts.  published  elsewhere  in  this  issue  of 
the  Federal  Register,  it  is  stated  that  a 
breakfast  beverage  product  which  meets 
the  vitamin  C  requirements  of  an  api^- 
cable  standstrd  of  identity  may  bear  the 
guideline  statement  provided  in  S  100.1 
(b). 

In  order  to  prevent  misinterpretation 
of  the  applicability  of  nutritional  (pudity 
guidelines  to  standardized  foods,  the 
CommlssicmM*  proposes  to  amend  S  100.1 
(b)  and  (c)  to  provide  that  a  food  which 
contains  a  vltamin(s)  or  mineral(s) 
added  for  nutritional  purposes,  in  ac¬ 
cordance  with  the  provikons  of  a  stand¬ 
ard  of  identity,  may  bear  the  statement 
provided  in  S  100.1(b).  When  the  pro¬ 
visions  for  vitamin  or  mineral  content  of 
a  standard  of  identity  differ  from  the 
nutrient  levels  of  an  applicable  nutri¬ 
tional  quality  guideline  in  Subpart  B  of 
Part  100,  a  proposal  to  amend  the  stand¬ 
ard  of  identity  to  conform  with  the  nu¬ 
tritional  quality  guideline  will  be  pub¬ 
lished  for  comment. 

Pertinent  backgroimd  information  to 
which  reference  has  been  made  as  well 
as  other  information  on  which  the  Com¬ 
missioner  relies  to  support  this  proposal 
is  on  public  display  at  the  office  <A  the 
Heari^Cfierk. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  (secs.  201,  403,  701(a) .  52  Stat.  1040- 
1042  as  amended.  1047-1048  as  amended. 
1055  (21  U.S.C.  321,  343,  371(a)))  and 
under  authority  delegated  to  him  (21 
CFR  2.120),  the  Commissioner  prc^ioses 
to  amend  Siibpart  A  of  Part  100  in  9  100.1 
by  revising  paragraphs  (b) ,  (c) ,  (d) ,  and 
(f)  and  by  adding  new  paragraphs  (g), 
(h),  (i).  and  (J).  to  read  as  f(^ws: 

§  100.1  Genwal  principles. 

•  •  •  •  • 

(b)  Lfthehng  for  a  product  which  com¬ 
plies  with  all  of  the  requirements  of  the 
nutritional  quality  guideline  established 
for  its  class  ^  food  or  of  a  food  standard 
promulgated  under  section  401  of  the  act 
that  prescribes  the  nutrient  additions  to 
the  food  may  state  “This  product  pro¬ 
vides  nutrients  in  amounts  appropriate 
for  this  class  of  food  as  determined  by 
the  UB.  Government”,  except  that  the 
words  “this  product”  are  optional.  This 
statement,  if  used,  shall  be  printed  on  the 
principal  display  panel  and  may  also  be 
printed  on  the  information  panel,  in  let¬ 
ters  not  larger  than  twice  the  size  of  the 
minimum  tsrpe  required  tor  the  declara¬ 
tion  of  net  quantity  of  contents  by  9  1.8b 
of  this  chapter.  Labeling  of  noncomply¬ 
ing  products  may  not  include  any  su^ 
statement  or  otherwise  represent,  sug¬ 
gest,  or  imply  the  product  as  being,  in 
whole  or  in  part,  in  compliance  with  a 
guideUne. 

(c)  A  product  bearing  the  statement 
provided  for  in  paragraph  (b)  of  this 
section,  in  addition  to  meeting  the  re¬ 


quirements  of  the  applicable  nutritional 
quality  guideline  or  food  standard,  shall 
comply  with  the  following  requirements: 

(1)  The  label  of  the  product  shall 
bear  the  common  or  usual  name  of  the 
food  in  accordance  with  the  provisions 
of  the  guideline  and  99  1-8  and  102.1  of 
this  chapter  and  of  any  applicable  food 
standard  promulgated  under  section  401 
of  the  act. 

(2)  The  label  of  the  product  shall  bear 
nutrition  labeling  in  accordance  with 
99  1.8d  and  1.17  of  this  chapter  and  all 
other  labeling  required  by  applicable  sec¬ 
tions  of  Part  1  of  this  chapter. 

(d)  No  claim  or  statement  may  be 
made  on  the  label  or  in  labeling  repre¬ 
senting,  suggesting,  or  implying  any  nu¬ 
tritional  or  other  ffifferences  between  a 
product  to  which  nutrient  addition  has 
or  has  not  been  made  in  order  to  meet 
the  guideline,  except  that  a  nutrient  ad¬ 
dition  shall  be  declared  in  the  ingreffient 
statement,  and  except  as  provided  for  in 
guidelines  established  in  Subpart  B  of 
this  part  or  in  any  applicable  food  stand¬ 
ard  promulgated  under  section  401  of  the 
actu 

•  •  •  •  • 

(f)  A  product  within  a  class  of  food 
for  which  a  nutritional  quaUty  guideline 
has  been  established  and  to  which  has 
been  added  a  discrete  nutrient  either  for 
which  no  minimum  nutrient  level  or 
nutrient  range  or  other  allowance  has 
been  established  as  appropriate  in  the 
nutritional  quality  guideline,  or  at  a  level 
that  exceeds  any  maximum  established 
as  appropriate  in  the  guideline,  shall  be 
ineliedble  to  bear  the  guideline  statement 
provided  for  in  paragraph  (b)  of  this 
section,  and  such  a  product  shall  also  be 
deemed  to  be  misbranded  under  the  act 
unless  the  label  and  all  labeling  bear  the 
following  prominent  and  conspicuous 

statement:  “The  addition  of _ 

to  (or  “The  addition  of _ at 

the  level  contained  in)  this  product  has 
been  determined  by  the  U.S.  Government 
to  be  unnecessary  and  inappropriate  and 
does  not  increase  the  dietary  value  of  the 
food”,  the  blank  to  be  filled  in  with  the 
common  or  usual  name  of  the  nutri- 
OQt(s)  involved.  If  the  nutrient(s)  i.s 
added  to  the  product  in  accordance  with 
9  1.8(e)  of  this  chapter  to  avoid  being 
an  imitation,  this  paragraph  shall  not 
apply. 

(g)  The  following  principles  shall 
govern  the  addition  of  a  vitamin  (s). 
mineral (s),  and/or  protein  to  food: 

(1)  A  vitamin,  mineral,  or  protein,  a.H 
listed  in  paragraph  (g)  (3)  (v)  of  thi.s 
section,  may  be  added  to  a  food  which 
Is  not  naturally  a  significant  source  of 
such  nutrient,  as  defined  in  9  1.17  (c> 
(7)  (v)  of  this  chapter,  if  all  of  the  fol¬ 
lowing  conditions  are  met: 

(1)  The  Intake  of  the  nutrient  is  below 
a  desirable  level  in  the  diets  of  a  sig¬ 
nificant  number  of  people. 

(ii)  The  food  to  which  the  nutrient  is 
added  is  generally  consumed  by  a  sig¬ 
nificant  segment  of  the  population  in 
need. 
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(ili)  The  amount  of  tiie  nutrient 
added  makes  a  significant  contribution 
to  the  diet  of  the  population  in  need. 

(iv)  The  added  nutrient  is  stable  in 
the  food  under  customary  conditions 
storage  and  use. 

(V)  The  added  nutrient  is  physiolog¬ 
ically  available  from  the  food. 

(vi)  There  is  a  reasonable  assurance 
that  an  excessive  intake  which  could 
reach  a  toxic  level  will  not  occur. 

(2)  A  vitamin,  mineral,  or  protein,  as 
listed  in  paragraph  (g)  (3)  (v)  of  this 
section,  may  be  added  to  a  food  if  ad¬ 
dition  of  the  nutrient  is  necessary  to 
raise  the  nutritional  quality  of  the  food 
up  to  the  nutritional  level  appropriate 
for  that  food,  based  upon  the  best  avail¬ 
able  scientific  data  on  food  consumption, 
nutrition  needs,  and  dietary  habits. 

(3)  Vitamins,  minerals,  and  protein 
may  be  added  to  a  food  to  balance  the 
calorie  contribution  of  the  food  if  all  the 
following  conditions  are  met: 

(i)  A  normal  serving  of  the  food  con¬ 
tributes  at  least  56  kilocalories  to  the 
diet,  i.e.,  2  percent  of  the  dafly  kilo¬ 
calorie  standard  of  2800  kilocalories. 

(il)  Use  of  the  food  reduces  the  nu¬ 
tritional  quality  of  the  total  diet  when 
consumer  without  such  added  nutrients. 

(ill)  The  added  nutrients  are  physio¬ 
logically  available  from  the  food. 

(iv)  The  food  is  not  the  subject  of  a 
nutrition  quality  guideline  established  in 
Subpart  B  of  thi.«;  part  or  a  f(xxl  standard 
that  prescribes  the  nutrient  additions  to 
the  food  promulgated  under  section  401 
of  the  act. 

(V)  The  food  with  added  nutrients,  as 
prepared  and  eaten  by  the  consumer, 
contains  aU  of  the  following  nutrients 
per  100  kilocalories  based  on  2800  kilo¬ 
calories  per  day: 
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(4)  A  vitamin,  mineral,  or  protein,  as 
listed  in  paragraph  (g)  (3)  (v)  of  this 
section,  may  be  added  to  a  food  which 
is  naturally  a  source  of  such  nutrient 
if  addition  oS  the  nutrient  is  necessary 
to  restore  a  nutrient  shown  by  adequate 
documentation  to  be  lost  in 
processing  a  measurable  amount,  i.e.,  at 


least  2  percent  of  the  n.S.  RDA  per  serv¬ 
ing,  if  the  following  conditions  are  met: 

(i)  The  nutrient  is  shown  by  adequate 
scientific  documentaticm  to  be  present 
in  the  food  prior  to  processing  in  a  quan¬ 
tity  equivalent  to  at  least  2  percent  of  the 
U.S.  RDA  in  a  normal  serving  of  food. 

(ii)  Good  manufacturing  practices 
cannot  avoid  a  measurable  loss  in  such 
nutrient  during  processing. 

(iii)  The  food  is  not  the  subject  of  a 
nutrition  quality  guideline  established  in 
SulHiart  B  of  this  part  or  a  food  standard 
that  prescribes  the  addition  of  nutrients 
to  the  food  promulgated  under  section 
401  of  the  act. 

(h)  Ally  food  to  which  any  vitamin, 
mineral,  or  protein  has  been  added  shall 
be  deemed  to  be  misbranded  under  the 
act  unless  the  label  and  all  labeling  bears 
the  prominent  and  conspicuous  state¬ 


ment,  “The  addition  of _ to 

(or  “The  addition  of _ at  the 


level  contained  in)  this  product  has  been 
determined  by  the  n.S.  Government  to 
be  unnecessary  and  Inapprc^nlate  and 
does  not  increase  the  dietary  value  of  the 
food”  (the  blank  to  be  flUed  in  with  the 
common  or  usual  name  of  the  nutii- 
ent(s)  involved),  except  for  the  follow¬ 
ing: 

(1)  Any  infant  food  which  simulates 
human  milk  or  is  suitable  as  a  c(nnplete 
or  partial  substitute  for  human  milk  and 
which  complies  with  !  125.5  of  this  chap¬ 
ter. 

(2)  Any  dietary  supplement  which 
complies  with  §  80.1  and  Part  125  of  this 
chapter. 

(3)  Any  food  represented  for  use  as 
the  sole  item  of  the  diet. 

(4)  Any  fo(xl  represented  for  use  solely 
under  medical  supervision  to  meet  nu¬ 
tritional  requirements  in  specific  medi¬ 
cal  conditions. 

(5)  Iodized  salt. 

(6)  Any  food  conforming  to  a  stand¬ 
ard  of  identity  promulgated  under  sec- 
ticm  401  of  the  su;t. 

(7)  Any  f(x>d  conforming  to  a  nutri¬ 
tional  quality  guideline  established  in 
Subpart  B  of  this  part. 

(8)  Any  fo<xl  with  a  vitamin,  mineral, 
or  protein  restored  to  preprocessing 
levels  as  defined  in  paragraph  (g)  (4)  of 
this  section. 

(9)  Any  f(X)d  with  a  vitamin,  mineral, 
or  protein  added  piusuant  to  i  1.8(e)  of 
this  chapter  so  that  it  is  not  nutritionally 
inferior  to  the  food  for  which  it  substi¬ 
tutes  and  which  it  resembles. 

(10)  Any  food  fortified  in  compliance 
with  paragraph  (g)  (3)  of  this  section. 

(11)  Any  food  the  composition  of 
which  is  defined  by  other  regulations  or 
statutes. 

(i)  The  following  principles  shall  gov¬ 
ern  claims  or  statements  on  labels  or  in 
labeling: 

(1)  No  claim  or  statement  may  be 
made  on  the  label  or  in  labeling  that  any 
vitamin,  mineral,  or  protein  has  been 
added  to  a  food,  either  in  general  terms, 
e.g.,  "fortified”,  or  in  specific  terms,  e.g., 
“ _ added”,  if  it  is  added  pur¬ 

suant  to  S  1.8(e)  of  tMs  chsq>ter,  except 


that  a  nutrient  addition  shall  be  declared 
in  the  Ingredient  statement. 

(2)  No  claim  or  statement  may  be 

made  on  the  label  or  in  labeling  that  any 
vitamin,  mineral,  or  protein  has  been 
added  to  a  food,  either  in  general  terms, 
e.g.,  “fortified”,  or  in  specific  terms,  e.g., 
“ - added”,  unless  such  vita¬ 

min,  mineral,  protein  has  been  added  at 
a  level  equal  to  or  in  excess  of  10  percent 
of  the  U.S.  RDA  in  a  serving  (or  portion) 
of  the  food,  except  that  a  nutrient  addi¬ 
tion  shall  be  declared  in  the  ingredient 
statement. 

(3)  A  food  with  a  vltamln(s) ,‘ min- 
eral(s),  or  protein  restored  to  preproc¬ 
essing  levels  as  defined  in  paragraph  (g) 

(4)  of  this  section  may  be  labeled  as 

“ - restored”  with  the  blank 

filled  in  with  the  vitamin(s) ,  miheral(s) , 
or  protein  restored  if  such  vitamin(s), 
mineral(s),  or  protein  has  been  added  at 
a  level  equal  to  or  in  excess  of  10  percent 
of  the  n.S.  RDA  in  a  serving  (or  portion) 
of  the  food. 

(4)  The  label  of  a  f(xxi  to  which  vita¬ 
mins,  minerals,  and  protein  have  been 
added  in  accordance  with  paragraph 
(g)  (3)  of  this  section  may  bear  the  state¬ 
ment  “Contains  vitamins,  minends,  and 
protein  in  proportion  to  its  caloric  con¬ 
tent”. 

(J)  For  the  purposes  of  f(X)d  labeling, 
the  following  definitions  shall  apply: 

(1)  “Enriched”  or  “enrichment” 
means  the  addition  to  a  food  or  one  or 
more  vltaminis),  mlneral(s),  or  pro- 
tein(s)  which  are  naturally  present  in 
lesser  amounts  In  the  food  in  order  to 
increase  the  ccmsumption  of  such  nu- 
trient(s)  by  the  general  populatiiHi  or  a 
specific  segment  of  the  population. 

(2)  “Restoratimi”  means  Uie  addition 
of  one  or  more  vitamln(s),  mineral(s), 
or  protein(s)  to  a  processed  fcxxl  in  order 
to  restmre  such  nntrient(s)  lost  during 
processing  to  the  level  naturally  present 
In  the  unprocessed  fo(xl. 

(3)  “Portlllcation”  or  “fortified" 
means  the  addition  to  a  food  of  cme  or 
more  vHamin(s),  mineral (s),  or  pro- 
tein(s)  not  naturidly  present  in  the  food 
In  order  to  increase  the  consumption  of 
such  nutrlcnt(8)  by  the  general  popula¬ 
tion  or  by  a  specific  segment  of  the  popu¬ 
lation.  When  the  added  nutrients  Include 
at  least  one  nutrient  not  naturally  pre¬ 
sent  and  one  or  more  nutrients  naturally 
present,  the  term  “fortification”  or  “for¬ 
tified”  applies. 

Intereked  persons  may,  on  or  before 
August  13,  1974,  file  with  the  Hearing 
Clerk,  yood  and  Drug  Administration, 
Rm.  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  pro¬ 
posal.  Comments  may  be  accompanied 
by  a  memorandum  or  brief  in  support 
thereof.  Received  comments  may  be  seen 
in  the  above  office  during  workl^  hours, 
Monday  through  Friday. 

Dated:  June  7. 1974. 

A.  M.  SCHMIDI, 

Commissioner  of  Food  and  Drugs. 

[FB  Doc.74-134<»  Filed  6-13-74;f:48  un] 
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[21 CFR  Parts  100, 102] 
FORMULATED  MEAL  REPLACEMENTS 

Proposed  Nutritional  Quality  Guideline 
and  Common  or  Usual  Name 

In  the  Feoebal  Register  of  March  14. 
1973  (38  FR  6969) ,  the  Commissioner  of 
Food  and  Drugs  promulgated  a  pro¬ 
cedure  and  general  principles  for  the 
establishment  by  regulation  of  nutri¬ 
tional  quality  giiidelines  for  foods;  and 
he  set  forth  general  principles  for  estab¬ 
lishing  common  or  usual  names  for  non- 
standardlzed  foods  (21  CFR  102.1) . 

Nutrition  Guideline 

The  Commissioner  had  earlier  con¬ 
tracted  with  the  National  Academy  of 
Sciences  fmr  assistance  in  identifying 
and  dpflning  the  important  classes  of 
foods  for  which  such  nutritional  quality 
guidelines  should  be  established  and  in 
providing  proposed  nutrient  composi¬ 
tions  for  them  which  would  be  in  the  best 
interest  of  the  public  health.  The  recom¬ 
mendations  of  the  Committee  on  Food 
Standards  and  Fortification  Policy  of  the 
National  Academy  of  Sciences/National 
Research  Council  (the  NAS/NRC  Com¬ 
mittee)  for  formulated  meal  replace¬ 
ments  have  been  received  by  the  Com¬ 
missioner.  A  copy  of  this  report  is  (m 
public  display  at  the  office  of  the  Hearing 
Cfierk.  Food  and  Drug  Administration. 
Rm.  6-A6.  5600  Pishers  Lane,  Rockville, 
MD  20852. 

The  Commissions  has  reviewed  this 
report  and  proposes  a  nutritional  quality 
guideline  for  formulated  meal  replace¬ 
ments  based  upon  the  recommendations 
of  the  NAS/NRC  Committee.  Formulated 
meal  repl^ements  are  those  products 
which  are  represented  for  use  as  the  sole 
source  of  nutrients  for  one  or  two  meals 
per  day  but  not  as  the  sole  Item  of  the 
diet.  Formulated  meal  bases  to  which 
other  food  components  are  added  may  be 
considered  formulated  meal  replace¬ 
ments  when  finally  constituted  for  con¬ 
sumption  if  the  labeling  of  the  product 
clearly  indicates  that  other  food  com¬ 
ponents  must  be  added.  The  two  pro¬ 
posals  do  not  Include  those  ^ood  products 
represented  for  use  as  the  sole  item  of 
the  diet  or  for  use  solely  under  medical 
supervision  to  meet  nutritional  require¬ 
ments  In  specific  medical  conditions. 
Such  foods  are  special  dietary  foods  sub¬ 
ject  to  21  CFR  Part  125. 

The  NAS/NRC  Committee  concluded, 
and  the  Commissioner  agrees,  that,  be¬ 
cause  of  the  consumer’s  reliance  on  the 
meal  replacement  as  a  major  source  of 
his  total  nutrient  Intake,  it  is  necessary 
to  assure  a  more  complete  spectrum  of 
essential  nutrients  in  meal  replacements 
than  in  other  classes  of  foods. 

Althought  the  NAS/NRC  Committee 
report  stated  that  these  meal  replace¬ 
ments  should  not  be  Intended  for  use  as 
a  sole  dietary  item  for  extended  periods, 
the  Commissioner  is  aware  that,  while 
not  intended  or  represented  for  such  use. 
these  products  may  be  used  in  this  man¬ 
ner  by  some  indivduals.  The  Commis¬ 
sioner  has  therefore  included  in  the 
guideline  nutrients  not  considered  by  the 


NAS/NRC  Committee,  and  In  some  eases 
the  levds  of  nutrients  have  been  In¬ 
creased. 

The  NAS/NRC  Committee  recom¬ 
mended  that  nutrients  be  present  in 
formulated  meal  replacements  at  levels 
corresponding  to  a  minimum  of  25  per- 
coit  and  a  maximum  of  50  percent  of 
the  "mean  RDA  for  both  sexes  from  age 
3  to  75"  per  average  serving.  The  Com¬ 
missioner  accepts  the  NAS/NRC  Com¬ 
mittee’s  recommendation,  but  proposes 
to  use  the  UJS.  RDA  as  the  reference 
standard  for  the  reasons  outlined  in  the 
preamble  to  the  nutrition  labeling  pro¬ 
posal  published  in  the  Federal  Register 
of  January  19.  1073  (38  FR  2125).  In 
most  cases,  the  U.S.  RDA  values  are 
somewhat  higher  than  the  “mean  RDA**. 
The  upper  limit  of  50  percent  is  only  ap¬ 
plicable  to  those  nutrients  added  as  dis¬ 
crete  entities.  Requirements  for  manga¬ 
nese  and  potassium  have  also  been  in¬ 
cluded  ev«a  though  UJS.  RDA’s  have  not 
been  established.  Hie  levels  of  these  nu¬ 
trients  are  based  upmi  amounts  of  the 
nutrloits  obtained  from  diets  of  con¬ 
ventional  foods. 

The  NAS/NRC  Committee  recom¬ 
mended  using  protein  with  a  protein 
efficiency  ratio  (PER)  of  not  less  than  80 
percent  that  of  casesln.  It  also  suggested 
a  formula  for  adjusting  the  protein  quan¬ 
tity  to  compensate  for  a  PER  below  80 
percent  that  of  casein. 

The  Commissioner  concludes  that, 
since  these  product^  may  be  used  as  meal 
replacements  for  extended  periods  of 
time,  the  protein  quality  takes  on  added 
significance.  The  U.S.  RDA  for  protein 
was  established  presuming  consumption 
of  a  mixture  of  protein  sources.  When 
formulated  meal  replacements  are  used 
as  the  sole  source  of  protein  in  the  diet, 
such  a  mixture  of  proteins  may  not  be 
provided.  The  adjustment  formula  pre¬ 
sented  by  the  NAS/NRC  Committee  is 
complex  and  not  considered  practicable 
for  regulatory  purposes.  The  Commis¬ 
sioner  proposes  to  require  the  protein  in 
formulated  meal  replacements  to  have  a 
P£;r  of  at  least  80  percent  that  of  casein. 
The  quantity  of  protein  will  be  the  same 
as  that  established  in  the  U.S.  RDA  for 
protein,  l.e.,  65  grams  for  protein  with  a 
PER  value  less  that  that  of  casein  and  45 
grams  for  protein  with  a  PER  value  equal 
to  or  greater  than  casein. 

The  NAS/NRC  Committee  recom¬ 
mended  that,  if  fat  is  included  in  the 
formulation,  the  product  provide  at  least 
2  percent  of  the  total  calories  as  llnolelc 
acid.  The  Commissioner  agrees  with  the 
recommendation  and,  since  he  under¬ 
stands  that  all  of  these  products  are 
formulated  to  contain  fat,  he  therefore 
proposes  that  formulated  meal  replace¬ 
ments  provide  2  percent  of  the  total 
calories  of  the  product  as  llnolelc  acid 
to  supply  essential  fatty  acids. 

A  minimum  calorie  level  was  not  given 
in  the  NAS/NRC  Committee  report  but 
the  different  uses  of  formulated  meal  re¬ 
placements  were  identified.  The  Com¬ 
missioner  pr(^oses  to  establish  a  mini¬ 
mum  calorie  level  of  700  kilocalories 
(kcal) ,  unless  the  product  is  represented 
for  use  in  a  reduced  calories  diet.  The 


Commissioner  beUeves  that  this  is  an 
appropriate  caloric  value  In  that  it  rep¬ 
resents  Ml  of  the  dally  calorie  standard 
INoposed  in  the  “General  Prlncii^ 
Govetning  the  Addltlcm  of  Nutrients  to 
Foods”  published  elsewhere  in  this  issue 
of  the  Federal  Register. 

The  NAS/NRC  Cmninlttee  recom¬ 
mended  thirt,  to  avoid  imdue  dllutimi  of 
nutrients  when  a  meal  r^lacement  has 
a  high  caloric  content,  100  kcal  of  a 
product  shall  contain  not  less  than  the 
mean  RDA/100  kcal  for  all  nutrients  re¬ 
quired  to  be  present.  The  Commissioner 
has  decided  instead  to  establish  mini¬ 
mum  nutrient  levels  per  serving  which 
will  Insure  sufficient  nutrients  in  each 
meal  retracement. 

The  NAS/NRC  Ccxnmlttee  excluded 
biotin  because  biotin  deficiencies  are  so 
rarely  encountered.  Biotin  has,  however, 
been  added  to  the  proposed  guideline 
since  these  meal  r^lacement  products 
may,  in  fact,  be  used  as  dietary  items 
for  rather  extended  periods,  particularly 
In  reduced  calorie  diets. 

Sodium  and  chloride  were  excluded  by 
the  NAS/NRC  Committee  because  of  the 
remote  likelihood  of  an  inadequate  in¬ 
take.  The  guideline  also  excludes  sodium 
and  chloride  from  the  required  list  of 
nutrients,  but  does  require  the  labeling 
to  list  the  sodium  content  in  accordance 
with  §  1.17(c)  (6)  (Iv)  (21  CFR  1.17(c) 
(6)(iv)).  Sodilun  content,  normally  an 
optional  declaration,  is  mandatory  In 
this  case  because  this  class  of  foods  often 
contains  high  levels  of  sodium  as  a  re¬ 
sult  of  processing,  and  it  is  Important 
that  this  informaticm  be  available  to  the 
consumer  at  the  point  of  purchase. 

Common  or  Usual  Name 

There  are  nmnerous  products  in  the 
marketplace  and  others  in  development 
which  are  functional  meal  replacements 
or  substitutes  for  meals  either  as  con¬ 
venience  foods,  aids  in  weight  control, 
meal  adjuncts  or  snacks.  This  class  of 
food  is  unique  in  that  it  has  an  essen¬ 
tially  complete  and  balanced  nutrient 
composition.  Copies  of  representative 
labels  of  these  products  are  on  public  dis¬ 
play  in  the  office  of  the  Hearing  CHerk. 

To  identify  these  products  the  Com¬ 
missioner  proposes  the  establishment  of 
common  or  usual  names  for  them  under 
Part  102  (21  CFR  Part  102). 

It  is  essential  that  a  common  or  usual 
name  for  such  products  be  general 
enough  to  include  all  of  the  wide  variety 
of  products  that  may  be  offered  as  mesil 
replacements  (but  not  diet  replacements > 
and  yet  sufficiently  specific  that  such 
products  can  be  readily  identified.  The 
Commissioner  is  therefore  proposing 
that  the  common  or  usual  name  of  these 
products  be  “formulated  meal  replace¬ 
ment”.  When  it  is  necessary  to  add  other 
foods  to  the  product  in  order  for  it  to 
be  nutritionally  equivalent  to  the  meal 
it  is  replacing,  it  is  proposed  that  the 
common  or  usual  name  consist  of  the 
term  (1)  “formulated  meal  base”  and 
(2)  an  appropriate  informative  state¬ 
ment  that  additional  ingredient(s)  or 
component  (s)  must  be  added  and  which 
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names  the  additional  ingTedient(s)  or 
c(»i4>onent(8) . 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201(n),  403,  701(a),  52  Stat. 
1041,  1047-1048  as  amended,  1055;  21 
U.S.C.  321  (n),  343,  371(a))  and  under 
authority  delegated  to  the  Commissioner 
< 21  CFR  2.120) ,  it  is  proposed  that  C3iap- 
ter  I  of  Title  21  of  the  Code  of  Federal 
Regulations  be  amended: 

1.  In  Part  100  by  adding  thereto  the 
following  new  section: 

§  100.8  Formulated  meal  replacements. 

(a)  A  product,  for  which  a  common  or 
usual  name  is  established  in  S  102.21  of 
this  chapter,  to  be  eligible  to  bear  the 
guideline  statement  set  forth  in  §  100.1 

(b) ,  shall  be  formulated  so  that  a  serving 
meets  the  following  requirements: 

(1)  It  contains  all  nutrients  listed  in 
paragnq}h  (b)  of  this  section  in  an 
amount  not  less  than  25  percent  of  the 
UB.  RDA.  When  a  discrete  nutrient  is 
added  in  order  to  meet  the  requirements 
of  the  gxiideline,  the  total  amount  of  that 
nutrient  per  serving  shall  not  exceed  50 
percent  of  the  U.S.  RDA  for  that  nutri¬ 
ent. 

(2)  It  contains  no  less  than  1  milli¬ 
gram  and  no  more  than  2  milligrams  of 
manganese  and  no  less  than  1  gram  and 
no  more  than  2  grams  of  potassium. 

(3)  It  supplies  a  minimum  of  700  kilo¬ 
calories  (kcal),  except  that  if  the  prod¬ 
uct  is  represented  for  use  in  a  reduced 
calorie  diet  this  minimum  shall  not  ap¬ 
ply. 

(4)  It  provides  at  least  2  percent  of  the 
total  calories  as  llnolelc  acid. 

(5)  It  provides  protein  with  an  overall 
protein  efficiency  ratio  of  not  less  than 
80  percent  of  that  of  casein. 

(b)  The  following  nutrients  are  re¬ 
quired  to  be  present  at  the  levels  speci¬ 
fied  in  paragraph  <a)  (1)  of  this  section. 


Nutrient 

V.S.  RDA 

Protein  (grams) _ 

66  or  46  In 

accordance  with 

5  1.17(c)  (7)  (11)  (ai 
o4  this  chapter. 

Vitamin  A  (lU)---. 

6,000. 

Vitamin  C  (mllll- 

grams)  _ 

60. 

Thiamine 

(mQllgrams)  _ 

1.6. 

RlboSavln 

(milligrams)  _ 

17. 

Niacin  (milligrams). 

20. 

Calcium 

(grams)  . . 

1. 

Iron  (milligrams) _ 

18. 

Vitamin  B.  (mUll- 

grams)  _ 

2. 

Folic  acid  (mllll- 

grams)  _ 

04. 

Vitamin  B,,  (sg)... 

6. 

Pho^horus 

(grams)  . . 

1. 

Iodine  (/ig) . 

160. 

Magnesium 

(milligrams)  .... 

400. 

Zinc  (milligrams)-. 

16. 

C<^>per 

(mlUigrams)  — „ 

a. 

Vitamin  D  (117)—. 

400. 

Vitamin  B  (lU) _ 

80. 

Biotin  (miUlgrMna)  _ 

0.8. 

Pantothenic  add 

(milligrams)  ... . 

la 

(c)  All  nutrients  listed  in  paragraph 
(b)  of  this  section  shall  be  labded  in 
accordance  with  S  1.17(c)  (7)  of  this 
chapter. 

(d)  The  sodium  content  shall  be  la- 
bded  in  accordance  with  §  1.17(c)  (6)  (Iv) 
of  this  chapter. 

(e)  Manganese  and  potassium  content 
shall  be  labeled  following  the  s(xllum 
content  and  shall  be  declared  in  milli¬ 
grams  per  100  grams  of  the  food. 

(f)  Any  product  which  is  represented 
for  use  in  a  reduced  calorie  diet  shall  be 
labeled  in  accordance  with  S  125.6  of  this 
chapter. 

(g)  A  serving  shall  be  the  amount  that, 
when  finally  constituted  for  consump¬ 
tion.  is  intended  to  replace  a  single  meal. 

2.  In  Part  102  by  adding  thereto  the 
following  new  section: 

§  102.21  Formulated  meal  replacements/ 
or  bases. 

(a)  The  common  or  usual  name  of  a 
packaged  food,  including  the  liquid,  dry, 
or  solid  forms,  which  is  in  its  final  form 
for  consumption  or  to  which  only  water 
need  be  added  and  which  is  represented 
as  being  a  nutritionally  adequate  re¬ 
placement  for  one  or  two  meals  per  day, 
shall  be  “formulated  meal  replacement”. 

(b)  The  common  or  usual  name  of  a 
packaged  food,  to  which  one  or  more  food 
components  (other  than  water)  must  be 
added,  e.g.,  milk,  to  make  a  food  that, 
when  finally  constituted  for  consump¬ 
tion,  is  represented  as  a  nutritionally 
adequate  replacement  for  one  or  two 
meals  per  day,  shall  consist  of  the  fol¬ 
lowing: 

(1)  The  name  “formulated  meal  base”. 

(2)  An  appropriate  inf  amative  state¬ 
ment  that  additional  ingredient  (s)  or 
component  (s)  must  be  added  and  which 
names  the  additicmal  ingredient  (s)  or 
component  (s)  in  accordance  with  the  re¬ 
quirements  of  §  102.1(c)  (2)  and  (3). e.g., 

“you  must  add _ ”  the  blank 

to  be  filled  in  with  the  name(s)  of  the 
ingredient(s)  or  component(s)  that  must 
be  added. 

(c)  This  section  shall  not  apply  to  any 
food  represented  for  use  as  the  sole  item 
of  the  diet  or  for  use  solely  tmder  medi¬ 
cal  supervision  to  meet  nutritional  re¬ 
quirements  in  specific  medical  conditions. 

Interested  persons  may,  on  or  before 
August  13,  1974,  file  with  the  Hearing 
C3erk,  Food  and  Drug  Administration. 
Rm.  &-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  qulntuplicate)  regarding  this  proposal. 
Comments  may  be  accompanied  by  a 
memorandum  or  brief  in  support  thereof. 
Received  comments  may  be  seen  in  the 
above  office  dining  working  hours, 
Monday  through  Friday. 

Dated:  June  7, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

(PR  Doc.74-13478  Piled  6-13-74:8:48  sinl 


[  21  CFR  Parts  100  and  102  ] 

MAIN  DISH  PRODUCTS 

Proposed  Nutrftionai  Quality  Guideline 
and  Common  or  Usual  Name 

In  the  Fedbkal  Register  of  March  14. 

1973  (38  FR  6964,  6969),  the  Commis¬ 
sioner  of  Fbod  and  Drugs  promulgated  a 
procedure  and  general  principles  for  the 
establishment  by  regulation  of  nutri¬ 
tional  quality  guidelines  for  foods  and 
general  principles  and  procedure  for  es¬ 
tablishing  common  or  usual  names  for 
classes  of  foods. 

Nutritional  Guideline 

The  Commissioner  had  earlier  con¬ 
tracted  with  the  National  Academy  of 
Sciences  for  assistance  in  identifying  and 
defining  the  important  classes  of  foods 
for  which  such  nutritional  quality  guide¬ 
lines  should  be  established  and  in  pro¬ 
viding  proposed  nutrient  compositions 
for  them  which  would  be  in  the  best  in¬ 
terest  of  the  public  health.  The  recom¬ 
mendations  of  the  Committee  on  Food 
Standards  and  Fortification  Policy  of 
the  NatiMial  Academy  of  Sciences/Na¬ 
tional  Research  Council  (the  NAS/NRC 
Committee)  for  main  dish  products  have  | 
been  received  by  the  Commissioner.  A 
copy  of  this  report  is  on  public  display  in  j 

the  office  of  Uie  Hearing  Clerk,  Food  and  j 

Drug  Administration,  Rm.  6-86,  5600  | 

Fishers  Lane,  Rockville,  MD  20852.  ] 

TTie  Cmnmlssioner  has  reviewed  this  h 
report  and  proposes  to  establish  a  nutri¬ 
tional  quality  guideline  for  main  dish 
products  based  upon  the  recommends-  ] 
tions  of  the  NAS/NRC  Conunittee.  \ 

The  NAS/NRC  Committee  has  selected  j 
three  subclasses  of  main  dish  products 
for  establishment  of  nutritional  guide-  j 
lines.  It  was  reasmied  that,  because  of  j 
the  large  variety  of  main  dish  products 
possible,  subclasses  were  appropriate  in  i 
that  certain  main  dishes  provide  differ-  i 
ent  patterns  of  nutrients  than  others  and  | 
that  subclass  guidelines  would  define 
more  appropriately  the  mlnimiun  nutri¬ 
ent  levels  than  a  single  set  of  values. 

The  Commissioner  agrees  and  the  pro¬ 
posed  guideline  incorporates  this  cc«i- 
cept.  The  proposal  establishes  minimum 
nutrient  levels  for  three  subclasses  of 
main  dish  products  Intended  to  be  used 
as  a  principal  part  of  a  meal:  macaroni 
or  noodles  and  cheese,  main  dish  pies 
and  pizza,  and  combination  recipes.  The 
nutrient  levels  established  for  these  sub¬ 
classes  differ  slightly,  consistent  with  the 
principal  food  components  used. 

The  NAS/NRC  Committee  recom¬ 
mended  that  whenever  flour  or  macaroni 
or  noodle  products  are  used  they  be  en¬ 
riched  so  that  the  addition  of  discrete 
nutrients  will  be  minimized.  The  pro¬ 
posed  ETuideline  does  not  Incorporate  this 
as  a  requirement,  but  it  is  expected  that 
manufacturers  will  use  the  enriched 
products  when  needed  to  meet  a  guide¬ 
line  nutrient(s)  level. 

The  NAS/NRC  Committee  report  di¬ 
vides  main  dishes  into  two  general  classes 
depending  on  what  percent  of  the  pri¬ 
mary  protein  source  is  in  the  form  of 
fabricated  protein  analogues.  TTie  pres- 
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ent  proposal  does  not  include  a  separate 
guideline  for  foods  using  plant  protein 
products.  The  common  or  usual  name  of 
plant  protein  products  in  finished  food  is 
the  subject  of  a  proposal  published  else¬ 
where  in  this  issue  of  the  Pkdebal  Reg¬ 
ister.  Any  main  dish  product  utilizing  a 
plant  protein  product  as  an  extender  or 
replacement  of  a  traditional  source  of 
protein  therefore  will  also  be  subject  to 
the  labeling  requirements  of  that  regula¬ 
tion.  Plant  protein  products  added  as  a 
significant  source  of  protein,  but  not  in 
the  form  of  a  traditional  source  of  pro¬ 
tein,  would  also  be  labeled  as  a  charac¬ 
terizing  component  in  accordance  with 
the  provisions  of  the  proposed  common 
or  usual  name  for  mcdn  dish  products. 

The  NAS/NRC  Committra  included 
beans  as  one  of  the  sources  of  protein 
to  be  used  in  certain  main  dish  products. 
The  Commissioner  realizes  that  beans 
and  other  legumes  contain  significant 
quantities  of  protein;  however,  their  pro¬ 
tein  quality  (l.e.,  protein  efBciency  ratio 
(PER))  is  significantly  lower  than  the 
other  protein  sources  listed.  The  Com¬ 
missioner  concludes  that  it  would  be 
more  appropriate  to  eliminate  beans  as 
a  source  of  protein  for  products  meeting 
the  guideline  rather  than  Include  a  pro¬ 
tein  quality  specification  in  the  guideline. 

The  NAS/NRC  Committee  recom¬ 
mended  that,  if  a  nutrient  is  added  as 
a  discrete  chemical  entity  in  order  to 
achieve  guideline  levels  of  nutrients,  the 
level  of  the  nutrient  shall  not  exceed 
200  percent  of  the  level  recommended 
by  the  guideline.  It  also  recommended 
that  the  addition  of  no  more  than  two 
discrete  nutrients  be  allowed  to  products 
in  this  class.  The  proposed  guideline  does 
not  Include  a  maximum  number  of  dis¬ 
crete  nutrients  that  can  be  added  to  a 
product  and  has  reduced  the  maximum 
level  of  nutrients  permitted  (when  such 
nutrients  are  added)  to  150  percent  of 
the  level  recommended  by  the  guideline. 
The  reasons  for  this  are  the  same  as 
those  expressed  in  the  preamble  to  the 
nutritional  quality  guideline  on  frozen 
heat  and  serve  dinners  published  in  the 
Federal  Register  of  March  14,  1973  (38 
FR  6969) . 

Common  or  Usual  Name 

There  is  a  large  number  of  packaged, 
frozen,  canned,  or  dry  mix  products  on 
the  market  that  are  intended  as  the  prin¬ 
cipal  part  of  a  meal.  These  main  dish 
products,  like  frozen  heat  and  serve  din¬ 
ners,  through  consumer  usage  have  as¬ 
sumed  a  significant  role  in  shaping  nu¬ 
trition  patterns  in  the  American  diet. 
Representative  labels  of  these  products 
are  on  display  in  the  office  of  the  Hearing 
Clerk. 

In  order  to  distinguish  between  the 
various  types  of  main  dish  products 
available,  it  is  proposed  that  the  name 
of  the  food  Include  the  major  components 
of  the  product  and  that  the  main  dish 
product  contain  at  least  one  significant 
protein  source  and  one  or  more  vege¬ 
tables,  fruit,  potatoes,  rice,  or  other  ce¬ 
real-based  product. 

Therefore,  pursuant  to  pro\islOTis  of 
the  Federal  Pood,  Drug,  and  Cosmetic 


Act  (secs.  201  (n),  403,  701(a),  52  Stat. 
1041,:  as  amended,  1047-1048,  as 
amended,  1055  (21  U.S.C.  321  (n),  343, 
371(a)))  and  under  authority  delegated 
to  the  Commissioner  (21  CFR  2.120) ,  it 
is  proposed  that  Chapter  I  of  Title  21  ot 
the  Code  of  Federal  Regulations  be 
amended  as  follows: 

1.  In  Part  100  by  adding  the  following 
new  sectlcm  to  Subpart  B : 

§  100.7  Main  dish  products. 

(a)  A  product,  for  which  a  common  or 
usual  name  is  established  in  §  102.20  of 
this  chapter,  in  order  to  be  eligible  to 
bear  the  guideline  statement  set  forth  in 
§  100.1(b): 

(1)  Shall  be  prepared  from  (i)  at  least 
one  source  of  protein  derived  from  meat, 
poultry,  fish  (seafood),  cheese,  eggs,  or 
an  appropriate  plant  protein  product 
meeting  the  requirements  of  §  102.22  of 
this  chapter  and  (il)  one  or  more  vege¬ 
tables,  fruit,  potatoes,  rice,  or  other 
cereal-based  products;  and 

(2)  Shall  be  constituted  so  as  to  con¬ 
form  with  the  requirements  of  the  ap¬ 
propriate  subclass  of  main  dish  products 
llst^  in  paragraph  (b)  of  this  section. 

(b)  Three  main  dish  product  sub¬ 
classes  are  established  as  follows: 

(1)  Macaroni  or  noodles  and  cheese. 
This  subclass  contains  cheese  as  the 
major  source  of  protein  and  a  form  of 
a  macaroni  or  noodle  product. 

(2)  Pies  and  pizzas.  This  subclass  con¬ 
tains  a  major  source(s)  of  protein  de¬ 
rived  from  meat,  plant  protein  product, 
poultry,  fish  (seafood),  cheese,  or  eggs; 
vegetable  (5),  pastry,  bread  dough  shell, 
or  crust  top. 

(3)  Combination  recipes.  This  sub¬ 
class  contains  a  source  of  protein  de¬ 
rived  from  meat,  plant  protein  product, 
poultry,  fish  (se^ood),  cheese,  or  eggs; 
one  or  more  vegetables,  fruit,  potatoes, 
rice,  or  other  cereal-based  products.  This 
subclass  does  not  Include  main  dish  pies 
or  pizza  Identified  in  paragraph  (b)(2) 
of  this  section. 

(c)  The  subclasses  of  main  dish  prod¬ 
ucts  identified  in  paragraph  (b)^  of  this 
section,  including  their  sauces,  'gravies, 
breedings,  etc.,  but  excluding  any  other 
food  ingredient  added  at  the  time  of 
preparation,  shall  contribute  not  less 
than  the  minimum  levels  of  nutrients 
prescribed  below: 


Minlmam  levels  for  main  dish 
products  for  each  100  kcat 
Nutrient  — - 


Macaroni 

PIm  and 

Combi- 

or  noodlM 

plzia 

nation 

and  cbeesa 

red  pea 

Prot«in  (crams) _ == 

Vitamin  A  aU) _ : 

3.5 

isao 

3.6 

3oao 

16 

3oao 

ThiamiM  (mil^ 

.038 

.06 

.06 

Riboflavin  (mlUi- 

Niadn  (milU- 

.076 

.06 

.06 

crams) _ 

.66 

1.0 

LO 

Iron  (mlUigrams) _ : 

Caldum  (mlllt- 

.47 

.63 

.63 

grams) _ 

6&0 

>  See  par.  (o)(3)  oi  this  section; 

(1)  Main  dish  products  prepared  from 
conventional  food  ingredients  listed  In 
paragraph  (a)  of  this  section  will  be  ex¬ 
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pected  to  contain  vitamin  B«,  vitamin 
Bis,  folic  acid,  magnesium,  pantothenic 
acid,  and  zinc.  Minimum  levels  for  these 
nutrients  cannot  be  established  at  the 
present  time  but  will  be  added  as  addi¬ 
tional  data  are  obtained. 

(2)  When  technologically  practicable, 
iodized  salt  shall  be  used  or  iodine  shall 
be  present  at  a  level  equivalent  to  that 
which  would  be  present  if  iodized  salt 
were  used  in  the  manufacture  of  the 
product. 

(3)  When  technologically  practicable, 
product  components  and  ingredients 
shail  be  selected  to  obtain  the  desirable 
calcium  to  phosphorus  ratio  of  1 : 1.  Tech¬ 
nological  addition  of  phosphates  shall  be 
minimized  and  shall  not  exceed  the 
amount  necessary  for  the  intended  effect. 

(d)  If  it  is  necessary  to  add  any  nutri- 
ent(s)  in  order  to  meet  the  minimum 
nutrient  levels  prescribed  in  paragraph 
(c)  of  this  section,  the  addition  of  each 
such  nutrient  shall  not  result  in  a  total 
nutrient  level  exceeding  150  percent  of 
the  minimum  level  prescribed.  Nutrients 
used  for  such  addition  shall  be  biologi¬ 
cally  available  in  the  final  product. 

2.  In  Part  102  by  adding  the  following 
new  section  to  Subpart  B: 

§  102.20  Main  dish  products. 

(a)  A  main  dish  product  shall  con¬ 
tain  (1)  a  significant  source  of  protein 
and  (2)  one  or  more  vegetables,  fruit, 
potatoes,  rice,  or  other  cereal-based 
products,  intended  to  be  eaten  together 
as  a  single  food. 

(b)  The  common  or  usual  name  of  the 
food  shall  consist  of  all  of  the  following: 

(1)  An  appropriately  descriptive  term 
for  the  dish,  e.g.,  macaroni  and  cheese, 
pizza,  tuna  casserole,  etc. 

(2)  The  phrase  “containing  (or  con¬ 
tains)  _ ”,  the  blank  to  be 

filled  in  •with  an  accurate  description  of 
each  of  the  characterizing  component  (s) 
of  the  product  in  their  order  of  descend¬ 
ing  predominance  by  weight.  This  part 
of  the  name  shall  be  placed  immediately 
following  the  part  specified  in  paragraph 
(b)  (1)  of  this  section  in  the  manner  set 
forth  in  §  102.1(c)(3).  The  word  “con¬ 
tains”  or  “containing”  is  optional.  This 
element  of  the  common  or  usual  name 
will  not  be  required  for  those  products 
that  include  the  characterizing  com¬ 
ponents  of  the  product  in  order  of  pre¬ 
dominance  in  that  part  of  the  name  re¬ 
quired  by  paragraph  (b)  (1)  of  this  sec¬ 
tion,  e.g.,  “macaroni  and  cheese  mix” 
will  not  be  required  to  state  “contains 
macaroni  and  cheese”. 

(3)  If  the  dish  is  frozen,  the  term 
“frozen”  shall  immediately  precede  the 
part  of  the  name  specified  in  paragraph 
(b)  (1)  of  this  section  unless  the  words 
“Keep  Frozen”  or  the  equivalent  are 
prominently  and  conspicuously  placed  on 
the  principal  display  panel  in  type  size 
not  less  than  that  specified  in  S  102.1(b) 
(2)  (i). 

Interested  persons  may,  pn  or  before 
August  13,  1974,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Rm.  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
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In  qviintuplicate)  regarding  this  pro¬ 
posal.  Conunents  may  be  accompanied 
by  a  memorandum  or  brief  In  support 
thereof.  Received  comments  may  be  seen 
in  the  above  office  during  working  hours, 
Monday  through  Friday. 

Dated:  June  7,  1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

|FR  Doc.74-13475  Piled  6-13-74:8:45  am] 


[21  CFR  Part  102] 

DILUTED  FRUIT  OR  VEGETABLE  JUICE 
BEVERAGES 

Proposed  Common  or  Usual  Names  for 
Nonstandardized  Foods 

In  an  order  published  in  the  Federal 
Register  of  March  14, 1973  (38  FR  6964) , 
the  Commissioner  of  Food  and  Drugs  es¬ 
tablished  a  procedure  and  general 
principles  for  the  establishment  by  reg¬ 
ulation  of  common  or  usual  names  for 
foods.  Elsewhere  in  the  same  issue  of  the 
Federal  Register,  pursuant  to  this 
procedure,  the  Commissioner  established 
a  common  or  usual  name  for  diluted 
orange  juke  beverages  (38  FR  6968) . 

The  Justification  for  establishing  the 
common  or  usual  name  for  diluted  orange 
juice  beverages  also  exists  with  respect 
to  the  diluted  juices  of  other  fruits  and 
vegetables,  including  combinations  of 
orange  juice  with  other  juices.  The 
amoimt  of  juice  present  in  the  beverage 
Is  the  major  factor  determining  the  price 
and  consumer  acceptance  of  the  product. 
Observation  of  most  labels  on  diluted 
juke  products  ciurently  foimd  on  retail 
market  shelves  shows  that  consumers  are 
not  being  informed  in  regard  to  the 
amoimt  of  juice  present  in  diluted  juice 
products  (representative  labels  demon¬ 
strating  this  fact  are  on  public  display 
in  the  office  of  the  Hearing  Clerk) . 


The  Commissioner  concludes  that  con- 
siuuer  confusion  can  be  significantly  les¬ 
sened  by  adoption  of  informative  com¬ 
mon  or  usual  names  which  include  a 
declaration  of  the  percent  of  JulceCs) 
present  in  all  diluted  fruit  or  vegetable 
juice  beverages. 

Orders  were  published  in  the  Federal 
Register  of  April  11  and  May  7,  1968  (33 
FR  5617  and  6862),  establishing  stand¬ 
ards  of  identity  for  certain  diluted  fruit 
juice  beverages.  Objections  were  filed  to 
the  orders,  and  sub^uently  orders  were 
published  in  the  Federal  Register  of  July 
13  and  27, 1968  (33  FR  10088  and  10713) , 
staying  the  effective  dates  of  the  stand¬ 
ards.  In  a  notice  published  in  the  Federal 
Register  of  September  9,  1971  (36  FR 
18098),  the  Commissioner  proposed  to 
amend  the  stayed  standards.  The  stays 
are  still  in  effect.  However,  the  Commis¬ 
sioner  concludes  that  a  separate  regula¬ 
tion  should  be  proposed  at  this  time,  piu:- 
suant  to  21  CTFR  Part  102,  establishing 
the  percent  of  juice  present  as  part  of  the 
common  or  usual  name  for  diluted  juice 
beverages  made  from  fruits  and  veg¬ 
etables  other  than  only  oranges  and  is 
setting  forth  in  proposed  S  102.23(b)  a 
general  method  for  calculating  the  per¬ 
centage  of  juice  in  a  beverage. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  201(n),  403,  701(a);  52  Stat. 
1041,  as  amended,  1047-1048,  as  amend¬ 
ed,  1055  (21  U.S.C.  321  (n).  343,  371(a) ) ) 
and  under  authority  delegate  to  Uie 
Commissioner  (21  CFR  2.120),  it  Is  pro¬ 
posed  that  Part  102  be  amended  by 
adding  a  new  section  as  follows: 

§  102.23  Diluted  fruit  or  vegetable  juice 
beverages  other  than  diluted  orange 
juice  beverages. 

(a)  The  common  or  usual  name  of  a 
noncarbonated  beverage  containing  less 
than  100  percent  and  more  than  0  per¬ 


cent  fruit  or  vegetable  julce(8),  other 
than  only  orange  juice,  shall  be  as  fol¬ 
lows: 

(1)  A  descriptive  name  meeting  the 
requirements  of  1 102.1(a)  (e.g.,  “diluted 
grape  juice  beverage”  or  another  descrip¬ 
tive  phrase)  and 

(2)  A  statement  of  the  percent  of  each 
juice  contained  in  the  product  in  the 
manner  set  forth  in  8  102.1(b)(2).  The 
percent  of  juice  shall  be  declared  in  5- 
percent  increments,  expressed  as  a  multi¬ 
ple  of  five  not  greater  than  the  actual 
percentage  of  juice  in  the  product,  ex¬ 
cept  that  the  percent  of  any  juice  in 
products  containing  more  than  0  percent 
but  less  than  5  percent  of  that  juice  shall 
be  declared  in  the  statement  as  “less 
than  5”  percent. 

(b)  The  percent  of  fruit  or  vegetable 
juice(s)  in  a  diluted  product  is  calcu¬ 
lated  on  the  basis  of  the  soluble  solids 
content  of  the  single  strength  (undi¬ 
luted)  Juke  used  to  prepare  the  diluted 
juke(s) .  If  the  fintihed  food  is  prepared 
from  concentrated  Juice  (s),  the  percent 
of  fruit  or  vegetable  julce(s)  is  calcu¬ 
lated  on  the  basis  of  the  soluble  solids 
content  of  the  single  strength  (imcon- 
centrated)  Juke(s)  used  to  produce  such 
concentrated  Juice  (s) . 

fiiterested  persons  may,  on  or  before 
August  13,  1974,  file  with  the  Hearing 
Clerk,  Fo(^  and  Drug  Administration, 
Room  6-86,  5600  Fishers  Lane,  Rock¬ 
ville,  MD  20852,  written  comments  (pref¬ 
erably  in  qulntuplkate)  regarding  this 
proposal.  Comments  may  be  accompa¬ 
nied  by  a  memorandum  of  brief  In  sup¬ 
port  thereof.  Received  comments  may  be 
seen  in  the  above  office  during  working 
hours,  Monday  through  Friday. 

Dated:  June  7, 1974. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.74-13480  FUed  6-lS-74;8:45  am] 
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